R - BRIR

1SR ESEED R, REERMES LU
fhlRE R EICHIF S lascufloxacin E5THEID
— AR ER R E BR

=Kk & -=¢ #-P@ EF= -0 BY - BBHE ke
MR seRe” - fEH —F - AR R0 .ok HEY-EHEF KXY
Y BASTFIA R PR R R
! BERRREBERRR
(B RREBUENASBRE LY 2—)
) BRI RIS & X T 4 NI S —
(B RSAFESEHRRL)
¥ RISAFAFRE RS SR RN S S IOMRENH ST
Y ERAF A RES T RSAE - PPIRES - SHILaRPIRs
O RIBAFAFREERS R SHIASER - BHENS
" SEBA SIS - BRAIE R
O KRS R
) A R ERRIR Y 2 —
0 RIA

ZATE 120205108 5H ZEH 202118128

FHOLZAES M) —F /0O TH 5 lascufloxacin (LSFX) ERFICH T BB HMEREHEED =R
BRYL, BREEMAS L UMBEEREICNT 2EMMSIULEMERNTECEEENELT, I
HAZERERIFERIEBRERA R LTc, Bk - BESLUCRSHERIE, 1B 1ELSFX 150 mg (&
%5 & LCHIAIZ 300 mg) &, 7~14 BRESESRNIRS E LT,

BRRRZNR | 1B RIHEED ZRER TIE, TEFHBER CHEHRE5KT - Pib7 BEDABBERIE
93.3% (42/45 ), BIXFHEBIER CTh21%5 3 BRSIURKRERT - PIEROBMRIEZNZN 87.0%
(40/46 ), 97.8% (45/46 ) Td >fz., REMEMAS KUMESE CIE, TEFHER ChHSHRER
T - BIEBOBEMRIEZNZN100% (12/1246]), 90.9% (10/11 ), BIXHEIEE CHS®5 3 H
BOEIERIE, TNZEN923% (12/134), 81.8% (9/114l) THotc.

WEMFERNR | WEREDNOEEARIE, 1BHETRIFRED ZRELEH 95.2% (20/21 fF), 8MEMHE
FRRAN91.7% (11/12 4)), FRREAH 90.9% (10/11 f) TH o7z,

et BEBROFEIEEIL 64.1% (50/78 F), BUERDOREIREIL 333% (26/784l) TH>oTz. &
HETIFTAIL R, EELGEVER S LTHESHA 1 HlICDHBHENTD, REFDMLEICLY
B8 LT,

W EDFERELY, LSFX 150 mg (#1H 300 mg) 1 B 1 Bl #EEARMIR S X 18 M TR R D — R
Z, FEWRMERMAS SUMBRRICT LTHENCEMMENIETE, RetIce AT RMEREVEDE
EZ 5N,

CEHEALG AR K AAILAE 2-43-3
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Key words: lascufloxacin, secondary infection, chronic respiratory disease, aspiration pneumonia,

lung abscess

IE L&l

Lascufloxacin (LSFX) &, MM S
WPl 2 - B SRR S B e DGR & L CAI3

L7IFHBOLAET M) =%/ urThb, KA,
HHER O DNA B WH 3 Tdh 5 DNA gyrase
B &£ U Topoisomerase 1V #[HET 5 2 & TEEMK
IR W ER 2R L, Wl % WA TR
JERRET 2 2 & X DR 2 @R L A3 722 &t
R I TV B, MR GE O T2 KN # T &
% Streptococcus pneumoniae, Haemophilus influ-
enzae, Moraxella catarrhalis (21 2., Prevotella
J&, Fusobacterium &% 13 Lo & L7-BEAMRE, 72
5 N2 Streptococcus anginosus group 7 & D [1H%E
L B EREICR L TR WHiRIE 2 R 377 2 E)
BEIZBWTIE, FRHKEOF /v v RPtWEx LH 5
E~OBATEZ R LY, S HITEHERERITH 5 2
EPDERRRR T HIZB T 5 HEREIIANETH L,

ARILTIE 2019 4F 9 HISREDOHA] (9 A v 7 %88 75
mg) A%1 H 175 mg O M - i TR - B
SRR FE ISR AHE OIRHEE & L TRESI N TV S
B3, &0 FEAERE O i I SR B RE |6 S B T R
ELTHEFFAOREDL O Nz, FFAITIE, A
BE TIN5 203 2 7 Tl H G 98 RO 1B MNP 2R 28 D IR I
AN, BERMERES OENETERESES 5 & w
LB REEEN 75, MRG0 2 A B L,
- ik, ¥ H300mg DEE150meg % 1 H
1 %5 & #%E S 7z,

Alal, N BRI S 7 18 P M B 28 0D — IR
Yo, FRMEVENGJ 3 X ORI O B E 2R & L 72
IRFERZ FEhE L, LSFX EFAOFRMES L UR4e
P2 BET L7z

RABRIE, BEMERERE BV CTRBREEZR
ROEREZITERENI M, A~V FEFICHE
D AGEMEI B L OGCP A BT A v IZH#EH L
TEM L7z (BRBEBREHE B AREEGHR L ~
5 —, B JapicCTI-163302) o

L WREFE
1. W&

ARRBRIE, 2016 4F 8 205 2017 4F 5 H 201 T
5 1M Z i Sk R E oo B aUR & L C4axE 70
DEESFERRB THEM L 720 0P 5IE, BRI EHITZ D
TRIRGE, FREEVENG 28 £ 72 3RIRIS & BT S 7z 16
UL EDABENREDSLE LR BANEED ) B, 6K
DHNEIZDOWTHRBRREEMSED 5 T3 23l 2 %
. BBROBMEEEL, BERAOSINIIOWTA
ANOBHERICL2RAEZLFECLIVESON, B
FAEBE MG & ) ARG O S INASEY) & H ik <
TeHERFE L7 20RO BEZIZOWTIE, BlE

FEHE D b CEREZ A Z L ZHE L. T2,

BNV TLUF IR 38R - Behb ke 4 4 725
BEENZE L7,
O PENF IR AR D — IR &G

[ 25 B GAIE (2 35 U B BT BLATC AT 38 00 B R B Al 2
(BB P%25sE L LCUTORERZBREL.

fg R X A5 (W0 CT Mk o I3 /8 & &
9, RIS L TCHEBT A EE L) 12X &M

SELRRM S il e A sz BAL,

BEIPRZR A B ZEEMmR S (COPD), O
F AR S, S TIRRAE, MsAERE, B
[HPERGRSAZ] OFIELRERR S, BRIRAEIR & L Cr%
Wk F 72 XIEIE O R LD B VIIEHE R O BNRe
HEVEE DEEALAFED S, 72D CRP OEINA RO
ENDHEHL L7

@R 5
[EESR - BB oA A T A4 > |7, THET

PER BB ORI & it ETHRY B X O° Tk as I
QHIEIZ BT 2 Pl Pus 3 o IR FFAG . (55 M0 17
2 ZE|L, BYEMRDS L OB IRE S & 3%
L, DT o&k#EZRELZ.

Mg EE X % 7213 dB CT W% b, SEICHBIL
72 B R D, AELHERWT [ THS A
BRI DR O HNDL, FoITAFE L UERbO
O, HETHREEE D L CRMmERER/ - %~
V VIR OHE TR E O R b DR EE A0
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LTV 2E0RSR2 A L, FMEkd L <X CRP
O¥EMARDO S, 37C D LosEsd L < IXEH,
MR RER SN T WA EE L LT,
©)ii =2

[0 2 G |2 35 0T 2 i BB TR 48 D [ PR B iff
(B0 1B X O [0 27 # B—state  of arts
Ver6 "% 2#12, RFHMER B &L OEERFEE
Sl UToREZZELL,

B X AR F 723 ME8 CT mif% b, SR £ 724
WEBIZ 22 &2 £ ) BB sio b, HIEkD L <X

CRP o8, X 0°37C DlEoFEEb L < IZBK0K,

MEVER S D RERR SN TV BB & LT,
WITNOREBIZBWTYH, ¥/ 0y RIS
T % BEUE F 723 EELREIEHOBEDS S 5 EE
IR, B, DRI EE SRR EE A L LR
B, BEEFILETEOEBRE - AHEY AT 5
B, SRR I N TP 2 B
T BE BRI 720

2. BREODREHES S UKREHAM

BEEEH L LT 134 7V C LSFX % 150 mg &
A9 B EFHE % B OB EF S Y, 100 mL
L L7-LSFX 32 1 H 1| (%5 % H 300 mg/
H (F5ifm 200 mL), #5 2 H B 150 mg/
H (#5100 mL)]), 100 mL &7 0 £ 60 432
VFCAEE RN G- U720 35T [P0 g &g
FEVZ BT 2 F BT S O BRR -G (55 = h0) 10 %
SDEZT~14 HME Lze 2B, 5 3HEDET
EHE DI T 72 I HEIROUEE I L 0 #5274
TECHIF SN2, 7 HRESRG T oG5 hik
TR L L7zo FRMEVERGZ & MiMRSs L, PURSGHE
(22 AM M OB A E T 57 — AP EES
%2 ehs, LSFX O#F5G# THEED SHHEIEIZ X
DkEEa g A REE L7z,
3. HARLEESLUHBRILEE

BRI I, EHMoEE (v7uI 4 Mk
PR O B G130 <), PLEREE, Pk, o
A NVAEE BIFEEATOA FE (7L F=vO
CHE T HE 10 mg LT ORIIH B L O A A
TUA RGO, y-7u7) YK, gu=—
FUR 3050, ezt AN cemsE (A
fBH B L OB BOMEHERL), 7rvve s
07 x CHEFH, AGEEE S M EER %R R
DD b —IMOFHIOMH & 5L L7z, F7z, HERHE
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DIEMFMN % KT TR Bk N L) —
VEOE S FIR L,
4. 1BE - BREB S L UEMEH
(1) 2EE=R

BB G- BRMARNIC, RAUESI &, MR, AR
AH, 8&, KE, B4R, GEEERSE 7 HH
DINoOBURSEGHE, G0HE, BEASE frRmRELH
L 72e WIRTT BEZR LCEIC D W TR AT IC L 1
RO AHEZ MR L7z T2, et f1c 0w T
W ERIINA T, o OFHE, b T HREMAR R (1
THEEREEO ), WFHREEEOTREEL b
ERROEEEZMHERL 72,
(2) BRARAEIR

B aaEn, #5 3 HEk, #5547 - 1k (End
of Treatment : EOT), #5487 - 1k 7 H# (Test
of Cure: TOC) IZBHk, Weoem B & OEHEIEIR,
WP R, Ko, Mdt 7 &, BACGER, 77 —E,
EHEERK, iR, BERGAE (WEIDL L CER
WL 77 A58 & Faft), FIMLEREL, FifiEksy i, R
MmBk#, IM/EE, CRP # & L7z, F72, Rk
PEAG 98 & OMALIRE - Ml < ik, BRCISR ¢,
LoV, WREE, BKIZOWTHRE L 7,
(3) HIEBER
1) 18MMFRERRE D ZRESR

e 5-BAgaTHT, TOC WM X #ikeds % Fh L 72
B, LEIG U THHE CT Md b %k L 72,
2) FRERMEATA - FHARE

Be5-FGwI, 53 Hi%, #%5-7 H%B L OVEOT
R0 X MR 2 £ hG L 720 F 72, &% 5-FaGey
WZHIES CT e 2 L, DIRRIE L ZI e U CHE
L7
(4) WEMFHRE

¥ 5-BaawT, $#%5 3 Hi%, EOT Kk X OB
WL ZE D R IEGe D A TOC (2 JE R 0 55 -
FEE B L L CIEBMAEMIREHHEZ O R IER: Tl
SRR % RRMETEA 98 & IR IS LWy [ £ 7213
EIUREEEORIR R R L, R 2 L 72,
BRI iL, MR VERIRER S O RS T AR
BORE LIS, FAMEVENG % & ilREE Cld, I 5ss
N2 CTHEGST R i L 720 AT ofED o
G - FER L OHEEEE, &R Tl
FATONTWDHETE/mT 2 L L b1, FEERE
7N F G MBI &M S D W% A iR
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AMERERE BRREHLSI A F 1 =0 A) 12%AT
L7z AW FMATEMREIL, FEhEE R 2

5 SN2 N TORKRIZ DO W TRER ROFER,

B L OEEHREE 59 5 B3z % Clinical  and
Laboratory Standards Institute (CLSD)“ ' ®¥#l%E
(2 U A UL ClE Lze 2B, X
HIE D723 Staphylococcus aureus D35 HE S L7235
A121% oxacillin %, S. pneumoniae DA 1213 ben-
zylpenicillin %, H. influenzae ®¥54 1213 ampicillin
2R EEAN B L 720

MR & LT, $55-FIA T Al 2Bk 2 0 5 &
L 720 PUERRAS B X ORGS0 L,
TR EITIR 2R O R IEGL T BN TUE, & 5 ICNKEHE
$a CWVIRHI Y A 3 7T X~ flEmed & FEhE L 72,

2 PRI 2995 25 0D R G LB A W - I A AT
BB T~ A 377 A< kiR,
Mediated Isothermal Amplification (LAMP) 12
X % Mycoplasma pneumoniae ORI E % FHi L

= o AR MR 28 & MR C M T R ST SEHE AR Y (&
BT INA FRRAEF) I2BWT165-) Ky —< )b
RNA % x5 & L 7= #85E H M TR 3 AT % 920t L 720 4
HEMRT AT T, SO N7 fEEHERICEI L R
W2 e s 2 EEOHEITIZ LA LN &
5, EFHMRB L OGBREEMSE kL, £
TR 10% &) FEHEZ R E L, TP Lo
LRz R W 2 ERE TH 2 TReEO = WH &
LT S & &L, AW, Bt
BRI E HRT B L 2 ooOBREHBELSHE LN
ToIEE & D REIIZHE L 72,

(5) BE=ER

HERRIGBELZ KT SNTBISEZ S, 5
WHIFE L BWvd D WIEER L2 wEiE (ki
THORFELEH 2 &), ERETAIWMEALL, E
g L O WEBBROFEIIMb RN &L L, B
RARAMEIZ BT 5 REZBOF ML, HAFHRE
FRT P Y Rl A8E | 5 X UF Common
Terminology Criteria for Adverse Event (CTCAE)
Version 40" % ZZ 1 H % L7z,

(6) FRIRIRE

B G-FAGHT, %53 Hiz, EOT K¢, TOC FlZ
R e (RASH LSI A T4 =2 Z) 12
LV FEML 72 AR DR mEREL,  E ek
(FHEk, U >osER, HAER, WFPERERK, IFIEZEEK), AR

Loop-

MEREL, MRARIMER, ~~ b7V v M, ~NEZD

vy, M/MRED, i beemds [AST, ALT,

ALP, LDH, y-GTP, CK, BUN, Cr, UA, & f#

B (Na, K, Cl, Ca, P), TP, Alb, A/Glt, T-Bil,

D-Bil, If¥E, 4> ZY >, T-Cho, TG, V) ~VI§H,
YAYFLC, Fahny =], GRS R
& (CRP), WRiedr (BEtE, |EwEl 7 b ok,
TR o
7) NA 251>, DEREE

¥e5-Baaan, 5 3 H%, EOT K, TOC K2,
NA VA 2 (I, BRIOE, AR oz, O
BURAEZER L 720 T72, 5B H OFEBSE
T 3R MR D 720 1 LR A % S50 L
726
5. FMEAE
(1) E&FRZNR
1) 1EMEPEIRERRE D ZRERS

H AR EF S [P SRR 12 35 1) % #rBid
WEEORRIRFEME M) 1" oHEikEL 2512,
530, BIXOEOT B A%, [HEW] F
721k THIEARE] CHIsE L, TOC kel [E#, [
W] F20E THEAR] CHE L7z, 2B, [
BEDERDEALD L CEIAZE] DAtoBEETHIE
L, BRREDR % 5HIE$ 2 Bl MO PR SEGBEICY) D
BRmaE THEAR] HEL.
2) ERERMANA - FiiRE

HAA AL [ GEE 12 B 1T 5 3t
WD BRIREHME (55 2h0) 1" D ke %2 2|2,
%5 3H%, BXUEOTEIZ [Axh], [ERY]
7o0d THIEARE] CHIE L7z, ARmetkRlise % sk L7z
B,
B G4 T DIRR I REME IS X B ¥ Y — FOFEYS
FPLL TOC FR-AliASHEE & 7 2 W fetEAsdd O, Bl
BEOBREL, FEHETORBRICE S % AHHEE
DG DUBERr — AN N ehs, WEEEE b
CER R X P S- 3 HE & EOT Rpod A2 it L
720
(2) MEMFRIINR

H A LIRS [P SR BEAE 12 35 1) % #rid
WD BRREHIE (5 R0 10 O A # 1% R4
TESLIELZHE S, B PEIFIR 25995 28 0 k&4 1E TOC
RIS, FRMEVERG 2 & ORBRSS X EOT RRIZHEE &
NBHERRE &, B LOWERE T &A%
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REHK], THEEML], [k, THEfrstl, [
EARE] THIE L 72,
() BEER

wERE L ORRERIE, (2L [Hs0d LN
Wl Tdh ] o 3BRBETHEL, BEELORR
B2 [H0 ] £ T Lzl LHET
SN OREWERE LTI o 7zo AEHRD
FEZIL, TEERFOREHOEE R FHELE
DV CPEL44F 6 H 29 HIEAEBERRZ 4R E

WA 80 5) D7 L — FpHEERSE T [BE]

(&R [EE] O 3ERBTHEL,
6. JEFIDEHRL

AR, G EEBE R CRENG S A7z 3Rk 72
TEEZHEL, EM T & @B, Ak wa
PEIZOWTHE DR LA MG L7z, fHliH e A
K TORFHIEZDOVTUL, BRI TS L2
IR L, GBREAREMEORHIE/RE S o T
E B DA % [F7E L 720
7. KRETHAEMT

HIVED E72 BB RERI, 70 b aVES
FEATRT R 4EH] (Per Protocol Set : PPS) & L7, %

=, AW A PPS AT i R £ B (Bacteriologic
Per Protocol Set : BPPS) (X, PPS @9 HL#:5-5l4h
HIZBWT, Biaemdy, O i, gy
FRAE, BRI L) BRE AR E ST
WpEHEE L7z,

PEPEIFILZRIRZE O ZRIEGE Tl [P B GE 12
BT 2 FHPUREE O RRIREFHMEE (58 h0) 120w,
FZEHIEH 2 TOC RO, FHIREHEH %
W5 3H%BB L UEOT KO AR, TOC KoM

RIS R & L7z RRMEIEAG 253 X OVl T g,

FEEFHIEH © EOT R A %)=, BIKEFHEHEE %
53 HEOBE®ZEDS L O EOT RO 1 %)
RE L7z BB, BRARSL L OBEWERRIRA
FHEARRE] OEIE, AERB L UEEEAREZH
M 2RO EO R h o7z,

LARVEDFNT O RAERNE, ABERIZEH S UG
FERM LI XTOEFEEZNRE LTz, AEFR
(3 ICH EIBSESE M HFESE (MedDRA/] Ver 190)
DIEARFEIZHABZ THER L7z, AERRAIC [
MBSO, T3 G-aRAL ], [HESHRAL), HEAMAL] o
W' S OHEREB L URENAGHEICT [
BEd | IS SN HR T [EGHMIS ] & LT
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Bl gEEr L 72,
I &R
1. FEBIDIERL

FEGI O % Fig. 1 12R ¥ ARBRICEHI N
7oL T8 B (1B PRI 259 28 D — R ke 49 1),
ARMEVENG2E 17 B, IR 11 60, 2 ool © M BN
%160 ThHY, &FICLSFX %5 S, b
BRIEDH G- S NTHEBI D ) BRI ERRZE D IR
JEYT 4 B, FRMEMENGZET 361, NifilRE T 1 ok
Bk sh, ZoWHlE, [HEFESR] 12X 594
EAS5 60, [FEROEALF 7213AZ ] 12X B 1EAs
1B, TR RE LCA®E] 25161, [ZofioR
Bl 231BITH o720 AR RIEENAEE,
PrRZE LSO, BEEEOFRICHT 2R E 72
EIRFEMEE TS & 0 8 625 PPS 20 B BRAL S 7z,
fERT L7 7—% &> M&, PPS 70 %1, BPPS 50 fi,
LAV REH T8 BITH - 72,
2. BEER

PPS 70 B2 B1F 5 BEE &= % Table 1 12777, 4F
W72 65 Ll L O SR E OB AL, 12T ERE
O ZTIRIEG T 91.3% (42/46 f51), FRMEVEN 4 Tl
100% (13/13 51), Mfifg#%s T 1x 81.8% (9/11 f1) <
Hy, &L L TEBEOHEN G-, B,
RABETIE 20 AW OBF I THAAN SN LD o
726

JFEEE B L R B U OGIHEE H T 5 58
DEIEZ, BN ZRFZE D " RIEG T 97.8% (45/
46 f51), FRmEVERG 45T 100% (13/13 B1), kg <
90.9% (10/11%1) TH Y, FLALDEEN1D
DEOABHEZ A LT/,

REERAEICLVRESNEREONRIE, 77
LBFETEAY 338k, 7T ABEET AY 26 Bk, BESER
MBHTH Y, 1BEMPIREIRZE O ZRIEGTIEE
(2 S. aureus, S. pneumoniae, H. influenzae, M. ca-
tarrhalis 25FRH S, FREEVENGT %€ 3 X OVHliIR I T
%, Streptococcus J&, Haemophilus J&, Fusobacte-
rium J&, Prevotella J&, Veillonella J& @ 7% %
HHPEE TR SN 7zo ROSIE AR AT, S0 T 74
7, BT FIREIC L > TREE % M. pneumo-
niae &IFE SN EFH L 26 (BT IHZ O
TREGe) T o sz PAMEVERT % B X OIS T
i L 7o MR ROAT R R AT TlE, RREEEREOMIC
R A Tl 2 1z < v Porphyromonas &,



[ - BRER] lascufloxacin sEETHID—AREE KL ER

per protocol set (BPPS)

Enrolled
All subjects 78
Secondary infections in patients with chronic pulmonary disease 49
Aspiration pneumonia 17
Lung abscess 11
Others 1
|
Full analysis set Not a target disease for this
(FAS) study
All subjects 77 1
Secondary infections in patients with chronic pulmonary disease 49
Aspiration pneumonia 17
Lung abscess 11
Per protocol set )
Reasons for exclusion
(PPS)
All subjects 70 + Complication, and not a target disease for this study (2)
S 1 . e i 1 0 + Use of prohibited concomitant medication (3)
infections in patients wit . .
econcaty infections 1 patients with Chromic puimonary cisease * Non-compliance with the method of administration (1)
Aspiration pneumonia 13 * Appropriate samples could not be obtained (1)
Lung abscess 11
Bacteriological No causative organism identified

before or after treatment

All subjects 50 20
Secondary infections in patients with chronic pulmonary disease 26
Aspiration pneumonia 13
Lung abscess 11

Fig. 1.

Peptostreptococcus &, Parvimonas &% 3 & &
T 5 BRI R S ERID SN B ERIAS (RO b
7z (Anaerobe & fa ) BHE WK IO H &1, 2
PRI 2 28 D IR &G T 154% (4/26 1), FAmE
i 25T 100% (13/13 61) B & OVl B 55 T 90.9%
(10/11 B1) TH -7z
3. B
(1) 18MEPFIRERRE D _REG
1) ERFRZIR

FEFHMIEHE TH 5 TOC DGR =L, &K T
93.3% (42/45 Bl) Tdp o 720 FEBEPERITIZ, COPD
T 889% (24/27 1)), AESCHLIRAET 6/6 B, BRIH
PERREAZ, OV AMEDUIIAUVE S J8,  isbHEE 13 v g7
b 2726, BBOEREREL ST 551280
THIART [{BE] THY, FEEEIC X RS
DEFRD LN o7 (Table 2)o F 7z, BEH

Flow diagram of patient disposition

YA FRO 72 A BIOETHES 100% TH Y, JEHEE
DI L BEWEDEIRD SN ho T, BEY
RRIOBRIETIE, BRI, FBLOGIHEOR
2 L > THBEBRICKERETRO LN D72,
AIKEHEIE H Th 5 #5- 3 HEROFR=RIE 87.0%
(40/46 B), EOT ¢ A %) 313 97.8% (45/46 1)
Th, FEFFMHEE &AMk, EHRREICL 6%
KOAEITFED 5N o7 (Table 2)o EOT K2
(%] LR s n-BEDSH B COPD BED 2
IZBWVTHEE - BRSO LN, 2026 %K
CTRNTCOREBITIEIROLES L OHFERON LA
MRS N7z FE - FFRO LNz 2601k, EOT
FRICIEEIRIE 3 L, CRP oML E X OV HILER
HOIEFLL B 5 N7z, TOC KB T CRP
BLOHMERED ML, SEEHREE LEE L
To7zol2 [EwE9 ] LHE S,
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Table 1. Background of the patients
Secondary infections
i tients with Aspirati
m pa} tents wi Spira 1o.n Lung abscess All subjects
chronic pulmonary pneumonia
Ttem Category disease
(N=46) (N=13) (N=11) (N=70)
n (%) n (%) n (%) n (%)
S Male 37 (80.4) 9 (69.2) 7 (63.6) 53 (75.7)
ex
Female 9 (19.6) 4 (30.8) 4 (36.4) 17 (24.3)
<65 4 (8.7) 0 (0.0) 2 (18.2) 6 (8.6)
Age 65< 42 (91.3) 13 (100) 9 (81.8) 64 (91.4)
(years) Mean 77.1 80.4 71.9 76.9
SD 8.2 6.4 13.4 9.1
Height Mean 157.87 153.44 161.75 157.66
(cm) SD 10.12 11.43 7.17 10.15
<40 4 (8.7) 2 (15.4) 0 (0.0) 6 (8.6)
40<, <60 34 (73.9) 9 (69.2) 7 (63.6) 50 (71.4)
Weight 60<, <80 8 (17.4) 2 (154) 3 (27.3) 13 (18.6)
(kg) 80< 0 (0.0) 0 (0.0) 1(9.1) 1(14)
Mean 52.59 48.35 59.04 52.81
SD 9.88 8.93 10.58 10.18
<25.0 40 (87.0) 13 (100) 9 (81.8) 62 (88.6)
BMI 25.0< 6 (13.0) 0 (0.0) 2 (18.2) 8 (11.4)
(kg/m?) Mean 21.15 20.43 22.56 21.24
SD 3.78 2.23 3.63 3.53
Mean 7.8 7.8 13 8.6
Duration of treatment (days) SD 2.1 1.4 2.1 2.7
Range 3-14 6-10 7-14 3-14
Antibacterial used within 7 days No 43 (93.5) 9 (69.2) 9 (81.8) 61 (87.1)
prior to the study treatment Yes 3 (6.5) 4 (30.8) 2 (18.2) 9 (12.9)
o No 1(2.2) 0 (0.0) 1(9.1) 2 (2.9)
Complication
Yes 45 (97.8) 13 (100) 10 (90.9) 68 (97.1)
BMI: Body mass index
2) WEMFIHR H. influenzae 7% 3% T 0.03~05 ug/mL, M. ca-

WERE B OWIHRFEIZ, BPPS O ) bRHAFE L
WG C & 72 25 Pl 2 AT R & L, ke
HIRNRAY [HIEARE] Th o7z 4 6% By L CH L
L7zo ZOfER, WHEARIE, &FT952% (20/21
Bl) THY, FRMEFERICERREIZL ST EmY
HREDSTED B 7z (Table 3)o 72, HEIKEH O
WHERFEIL, 2K TI60% (24/258k) THYH, 77
LBEIER T 100% (10/10 #k), 777 AR T 93.3%
(14/15 %) THh o7z [FFdel & HE S N7 N H
1BROATH D,
LSFX 12x9 % MIC 13 >16 ug/mL T& - 72 (Ta-
ble 4) o

R A X ) e S - £ HE & LSFX
\2x}9 % MIC range &, S. aureus %7 ¥ 0.015~
05 ug/mL, S. pneumoniae % 2 #T 0.06 ug/mL,

1¥, Pseudomonas aeruginosa
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tarrhalis 7% 6 # T 0.06~0.12 pg/mL Td - 7= (Ta-
ble 4) o
(2) FREEMEATA
1) ERRZNR

FEFHHIEH Td % EOT o A #) % 13 100%
(12712 1), BIRFFAEE CTH 5455 3 HEOHR)
213 923% (12/1361) TH Y, &5FMH 5 BT
GEERR R A R T Z L ERR S 7z (Table 2). &
72, EOTWsiZ TAHRD] & HBr & N3 _XCTOREH
A3 6~10 H [ @ LSFX #25- 0 A THUR H G 3 A3
TLTEY, EOT REICHEPUASEIC X 2 fkin
LT & W SN BFE TR o 72,
2) WEMFRIMR

EOT B¢ 12 BT 2 BB Bl o W 15 2 2213 91.7%
(11/1261) T& - 72 (Table 3)o F 7z, JE K H I
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Table 2. Clinical efficacy
3rd Day EOT TOC
Efficacy Efficacy Cure
n/N rate 95% CI n/N rate 95% CI n/N rate 95% CI
(%) (%) (%)
Secondary infections in 40/46 87.0  [74.3,93.9] 45/46 97.8 [88.7,99.6] 42/45 93.3  [82.1,97.7]
patients with chronic pulmo-
nary disease
COPD 24/27 889  [71.9,96.1] 26/27 963  [81.7,99.3] 24/27 889  [71.9,96.1]
Diffuse panbronchiolitis 1/2 --- - 2/2 - --- 2/2 --- -
Bronchiectasis 6/7 - 7/7 - 6/6 - -
Pulmonary fibrosis 1/2 - - 2/2 - - 2/2 --- -
0ld pulmonary tuberculosis 2/2 - - 2/2 - - 2/2 - -
COPD + Bronchiectasis 2/2 - - 2/2 - - 2/2 - -
COPD + Pulmonary fibrosis 1/1 - - 1/1 - - 1/1 --- -
COPD + Old pulmonary 1/1 - - 1/1 - - 1/1 - -
tuberculosis
COPD + Diffuse panbronchi- 1/1 --- - 1/1 - --- 1/1 - -
olitis + Bronchiectasis
COPD + Pulmonary fibrosis + 1/1 - - 1/1 - - 1/1 - -
Old pulmonary tuberculosis
Aspiration pneumonia 12/13 92.3 [66.7,98.6] 12/12 100 [75.8,100] ---
Lung abscess 9/11 81.8  [52.3,94.9] 10/11 909  [62.3,98.4]
EOT: End of treatment; TOC: Test of cure; COPD: Chronic obstructive pulmonary disease
Table 3. Microbiological outcomes by subject
Microbacteriological effect 95% CI
Pre- Eradica-
X Pre- .
N Eradi- sumed Persisted d Indeter- tionrate L U
ersiste sume ower er
cated eradi- . minate (%) * pp
persisted
cated
Secondary infections in patients with 25 8 12 1 0 4 95.2 77.3 99.2
chronic pulmonary disease
COPD 15 4 9 0 0 2 100 77.2 100
Diffuse panbronchiolitis 1 1 0 0 0 0 --- - -
Bronchiectasis 2 1 0 0 0 1 - - -
Pulmonary fibrosis 1 0 1 0 0 0 - - -
Old pulmonary tuberculosis 2 0 1 0 0 1 - - -
COPD + Bronchiectasis 2 2 0 0 0 0 - - -
COPD + Pulmonary fibrosis 0 0 0 0 0 0 - - -
COPD + Old pulmonary tuberculosis 1 0 1 0 0 0 - - -
COPD + Diffuse panbronchiolitis + 1 0 0 1 0 0 --- --- ---
Bronchiectasis
COPD + Pulmonary fibrosis + Old 0 0 0 0 0 0 - - -
pulmonary tuberculosis
Aspiration pneumonia 12 0 11 1 0 0 91.7 64.6 98.5
Lung abscess 11 0 10 0 1 0 90.9 62.3 98.4

* Eradication rate (%)= No. of “Eradicated” and “Presumed eradicated”/No. of “Eradicated”, “Presumed eradicated”, “Persisted” and
“Presumed persisted” X 100
COPD: Chronic obstructive pulmonary disease

DHHRFTIT A TI51% (39/418k) TH Y, 7 9 bk, BESUIER AT 89.5% (17/19 #%) T o 7= (Table
7 LR A 100% (13/13 %K), 77 AR A9/ 5)o
277
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Table 4. Microbiological outcomes classified by the causative organisms and MICs (Secondary infections in patients with chronic

pulmonary disease)

LSFX MIC (ug/mL) Eradica-
Causative organism miss- Total tionrate
0.015  0.03 006  0.12 0.25 0.5 1 2 4 8 >16 ing (%) *
Gram-positive bacteria 2/2 1/1 2/2 2/2 1/1 1/1 1/1 10/10 100

Staphylococcus aureus 2/2 1/1 2/2 /1 11 7/7
MRSA 1/1 1/1
MSSA 2/2 1/1 2/2 1/1 6/6
Streptococcus pneumoniae 1/1 1/1 2/2
PSSP 1/1 1/1
PRSP 1/1 1/1
Streptococcus agalactiae 1/1 1/1

Gram-negative bacteria 1/1 4/4 4/4 2/2 /1 0/1 2/2  14/15 93.3
Escherichia coli 1/1 1/1
Haemophilus influenzae 1/1 1/1 1/1 3/3
BLNAS 1/1 1/1 2/2
BLNAR 1/1 1/1
Klebsiella planticola 1/1 1/1
Klebsiella pneumoniae 1/1 1/1
Moraxella catarrhalis 2/2 2/2 2/2 6/6
Pseudomonas aeruginosa 1/1 /1 0/1 2/3

Total 2/2 2/2 6/6 6/6 /1 3/3 /1 0/1 3/3  24/25 96.0
(%) 100 100 100 100 100 100 100 0 100 96.0

* Eradication rate (%) = No. of “Eradicated” and “Presumed eradicated”/No. of “Eradicated”, “Presumed eradicated”, “Persisted” and
“Presumed persisted” X 100

FEFMRATIC L0 o S 2R IR o LSFX 12 &
9% MIC range 1%, 7 LB EIAY 13 #:C 0015~
05 pug/mL, 77 AR 29 T 003~025 pg/
mL, BERMER 219 T 012~8 ug/mL TH - 7=
(Table 5) o
(3) FhibRsE
1) ERARZNR

FEFMEE TH 5 EOT B0 A %) %1% 90.9%
(10/11 %), BURRFHMEEH CH 545 3 HEOHR)
L 81.8% (9/1141) THY, FHHMH S BITF4
BRIRKN R A R $ 2 & 0SHERR & 7z (Table 2), EOT
BRI TER] & B S N7z RTOIERTEDHD
S COBMGRIIAZE LIS, 2095
D 3FNIEOIPLREIEIC X BBMBED LEL L,

2) WEMFHNR

EOT W2 B 1T 5 B B & 5l o B T 25 28 1% 90.9%
(10/11 $81) Td - 7z (Table 3)o F 7=, J& K B 5l
DI RFIZ AT 964% (27/28%) TH Y, 77
ABETERIAY100% (10/108k), 7T AR A 2/2
K, BESERAY 938% (15/16 #k) Td -7z (Table
6)o

BEAEMATIC L R E S N2 EHTE o LSFX Xt
9% MIC range (&, 7" L FBMEREAY 10 #T 0.015~
05 ug/mL, 7 F & VLR A5 2 8T 012~05 ug/
mL, BESER A 16 # T 0.06~32 pg/mL TH - 72
(Table 6)
4. RLMOFHh

FEFELB L URIEHOFEIIRI % Table 7 1278

LSFX {E4I7# 14 HH 025 TEifi L72o EOT 2 o
[y B Sz 1B, %57 HHRR TR (1) BESER

FEIRB & ORAMEI I SEEE TH - 729°, #5514
H#%® EOT B2 B W T CRP B L O'HIMEkE O =
ADRRO LN/ L b THR ] LTS nrz.

HERZOFEBIERIL, 641% (50/78 1) TH Y,
2% DL EOBEEETHBL L 72 EFHRIE, M 7.7% 6/
78 6), TESTERALALBE7.7% (6/78 1), T 51%
278
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Table 5. Microbiological outcomes classified by the causative organisms and MICs (Aspiration pneumonia)
LSFX MIC (ug/mL) FEradica-
Causative organism miss- Total tionrate

0.015  0.03 0.06 0.12 0.25 0.5 1 2 4 8 ing (%) *

Gram-positive bacteria 1/1 1/1 7/7 2/2 2/2 13/13 100
Staphylococcus aureus 1/1 1/1
MSSA 1/1 1/1
a-Streptococcus 2/2 1/1 3/3
Streptococcus pneumoniae 2/2 2/2
PSSP 1/1 1/1
PRSP 1/1 1/1
Streptococcus agalactiae 1/1 1/1
Streptococcus mitis 2/2 2/2 4/4
Streptococcus oralis 1/1 1/1
Streptococcus sanguis 1/1 1/1
Gram-negative bacteria 2/2 4/4 1/1 2/2 9/9
Escherichia coli 1/1 1/1
Haemophilus influenzae 2/2 3/3 5/5
BLNAS 1/1 1/1 2/2
BLNAR 1/1 1/1 2/2
BLPAR 1/1 1/1
Klebsiella pneumoniae 1/1 2/2 3/3

Anaerobic bacteria 2/2 7/7 2/2  1/1 1/2 1/2 2/2 1/1 17/19 89.5
Actinomyces odontolyticus 1/1 1/1
Peptostreptococcus micros 1/1 1/1
Veillonella sp. 1/1 1/1 1/2 172 1/1 5/7
Bacteroides sp. 2/2 2/2
Prevotella sp. 1/1 3/3 /1 1/1 6/6
Prevotella buccae 1/1 1/1
Prevotella intermedia 1/1 1/1

Total 1/1 3/3 11/11 3/3 11/11  4/4 /1 1/2 1/2 2/2 1/1 39/41 95.1
(%) 100 100 100 100 100 100 100 50 50 100 95.1

* Eradication rate (%)= No. of “Eradicated” and “Presumed eradicated”/No. of “Eradicated”, “Presumed eradicated”, “Persisted” and

“Presumed persisted” X 100

(4/78 B), BFEEEREHEIN 5.19% (4/78 B), #E% 5.1%
(4/78 1), HE.(238% (3/78 %), We i, 7E & # AL
PEFE, IRATEBAIIERR, BidE, SR, ANIRGE, %5,
R 7S T2 26% (% 2/78 ) T o720 [V
BHERA RS ] o FsHIERIE, 192% (15/78 6) T &
D, WIFNOHERLBREFZIIFEETH-7, &
FEFENEIE DA EFHRIL64% (5/7861) B oHh
Thh, WEEOFFERESIE192% (15/78 1) T
HY, BEOHEFERILS26% (41/7861) TH -
720 HEOERRTFIZE ) AERROBEIFEITE
% BAEINIZFED SN o 726

(2) ERGEESER

KARERIZBWTHTIIW o oA ERRIIED S
Nedolz, WMED LIFEERAFERSE LT
K26 20, Toa— vhE, KM, L,
BAE 1B L RICRED SN2, Wi Fkih#
SEEDIUELZ X0 [AE F 23R L 72 BB O
ERRIE, MBEEE [HE00 Lhkwn] LHES
N7A, ZOMOHRERRFIZOVTIZTNT [2L] &
HE STz, MiEE 4 RO/ ERNE, FAMEPERig% &
L CHANR, LSFX &5-12 & YU Em %2R LT
W7zAS, LSFX #¢5- 6~7 HERIh ) THEE ED,
CRP B X UHIMERE D BEZ 7 b5 L gt {512 C
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Table 6. Microbiological outcomes classified by the causative organisms and MICs (Lung abscess)

LSFX MIC (ug/mL) Eradica-
Causative organism miss- Total  tionrate
0.015 0.03 0.06 0.12 025 0.5 1 2 4 8 16 32 ing (%) *
Gram-positive bacteria 1/1  4/4 3/3 1/1 1/1 10/10 100
a-Streptococcus 1/1 1/1
Streptococcus constellatus 2/2 1/1 3/3
Streptococcus intermedius 1/1 1/1
Streptococcus mitis 1/1 2/2 3/3
Streptococcus oralis 1/1 1/1
Streptococcus parasanguis 1/1 1/1
Gram-negative bacteria 1/1 1/1 2/2
Escherichia coli 1/1 1/1
Capnocytophaga sp. 1/1 1/1
Anaerobic bacteria 2/2 3/4 2/2 2/2 1/1 1/1 1/1 /1 2/2  15/16 93.8
Peptostreptococcus micros 1/1 1/1 2/2
Veillonella sp. 1/1 1/1 2/2
Bacteroides fragilis 1/1 1/1
Fusobacterium necrophorum 1/1 1/1
Fusobacterium nucleatum 2/2 1/1 1/1 4/4
Leptotrichia buccalis 1/1 1/1
Porphyromonas gingivalis 1/1 1/1
Prevotella sp. 1/1 1/1
Prevotella intermedia 0/1 0/1
Prevotella melaninogenica 1/1 1/1
Prevotella oralis 1/1 1/1
Total /1 4/4 5/5 4/5 2/2 4/4 1/1 1/1 1/1 /1 3/3  27/28 96.4
(%) 100 100 100 80 100 100 100 100 100 100 100 96.4

* Eradication rate (%) = No. of “Eradicated” and “Presumed eradicated”/No. of “Eradicated”, “Presumed eradicated”, “Persisted” and

“Presumed persisted” X 100

W BB H BN & GO 72 T & A b EEFI R R
DEEVNE L TR E o 72 BB, &I

HWHEBLOPATOA FEDHEBIZ L > THEP I
#FE L7

(3) &lEA

BIER OB 2L, 333% (26/78 f5]) TdH - 72
2% L E O TR S N-EITERNE, A AL
BEAS77% (6/78 B), THIH 38% (3/78 ), WiER

ZRIEIN A5 38% (3/78 Bl), F45H%26% (2/78 1),
IR JED3 26% (2/78 1) THH, WIhOFLKD
FREE IR E 723 PEEEThH o 720 [TEEHRALX
JB) OFEBEIL154% (12/78 1) TH Y, Wi
bEFEREIBHE S 23R EETH o7, HERRIE
e UChiBEEDS 1 IZRED 7228, 18
BIC & EHE L7,

?}-L‘—HAA—R-
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n.  =E==
SElbIhIUE, B2 VB 7 T A I 25 i
FEIZ BT A LSFX EHH 150 mg 1 H 1 H#H5-0
AL L O REE a6 L2 HE LT,
TEBVENPIRZRIRZE O R I&G,,  BREEMERT 75 & Ok
B B & RGN RH) O — MR AR % FEhE L 72
12 EIPIR 2RI 2 D IR &G TlE, FEEHIEE T
5 TOC FEDIERHIL 933% TH D, PR ER
BETRICLO TR TEHVERI MR S L,
BIWREHMIEE T 4 EOT RO A5 1L 97.8% Tdh
D, WG TRLAT [THR)] LS EEDH
5 2BITHE - BSOSO LNZH 00, KPR
BTG TR & 3\ BRIR R R D Rt A3 R S
N7zo AR HE R FHMRHT 23 R 2 5 7 O IEHE U
TERWH FEHEF oL RFETDH L
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Table 7. Adverse events and their incidence rates

System organ class

Adverse events

Drug-related adverse events

(N=78) (N=178)
preferred term
n Events % * n Events % *
Total 50 87 64.1 26 40 33.3
Blood and lymphatic system disorders 1 1 1.3 1 1 1.3
Anemia 1 1 1.3 1 1 1.3
Cardiac disorders 2 3 2.6 1 2 1.3
Atrial fibrillation 1 1 1.3 0 0 0
Atrioventricular block, second degree 1 1 1.3 1 1 1.3
Supraventricular extrasystoles 1 1 13 1 1 13
Ear and labyrinth disorders 1 1 1.3 1 1 1.3
Vertigo 1 1 1.3 1 1 1.3
Gastrointestinal disorders 16 18 20.5 5 6 6.4
Constipation 6 6 7.7 1 1 1.3
Diarrhea 4 4 5.1 3 3 3.8
Gastrointestinal disorder 1 1 1.3 0 0 0
Nausea 3 3 3.8 0 0 0
Proctitis 1 1 1.3 0 0 0
Stomatitis 1 1 1.3 1 1 1.3
Vomiting 2 2 2.6 1 1 1.3
General disorders 1 1 1.3 0 0 0
Thirst 1 1 1.3 0 0 0
Infections and infestations 2 2 2.6 0 0 0
Pneumonia 2 2 2.6 0 0 0
Injury, poisoning and procedural complications 3 3 3.8 0 0 0
Alcohol poisoning 1 1 1.3 0 0 0
Excoriation 1 1 1.3 0 0 0
Contusion 1 1 1.3 0 0 0
Investigations 12 13 15.4 10 11 12.8
Alanine aminotransferase increased 1 1 1.3 1 1 1.3
Blood creatinine increased 1 1 1.3 1 1 1.3
Blood urea increased 1 1 1.3 1 1 1.3
Eosinophil count increased 4 4 5.1 3 3 3.8
y-glutamyltransferase increased 1 1 13 1 1 13
Glucose urine present 1 1 1.3 0 0 0
Neutrophil count decreased 1 1 1.3 1 1 1.3
White blood cell count decreased 1 1 1.3 1 1 1.3
Eosinophil percentage increased 1 1 1.3 1 1 13
Blood alkaline phosphatase increased 1 1 1.3 1 1 1.3
Metabolism and nutrition disorders 1 1 1.3 0 0 0
Decreased appetite 1 1 1.3 0 0 0
Musculoskeletal and connective tissue disorders 3 3 3.8 0 0 0
Arthralgia 1 1 1.3 0 0 0
Chondrocalcinosis pyrophosphate 1 1 1.3 0 0 0
Pain in extremity 1 1 1.3 0 0 0
Nervous system disorders 3 3 3.8 0 0 0
Headache 2 2 2.6 0 0 0
Cognitive disorder 1 1 1.3 0 0 0
Psychiatric disorders 6 6 7.7 0 0 0
Delirium 4 4 5.1 0 0 0
Insomnia 2 2 2.6 0 0 0
Renal and urinary disorders 1 1 1.3 0 0 0
Pollakiuria 1 1 1.3 0 0 0
Respiratory, thoracic and mediastinal disorders 4 4 5.1 1 1 1.3
Aspiration 1 1 1.3 0 0 0
Asthma 1 1 1.3 0 0 0
Lung disorder 1 1 1.3 1 1 1.3
Pneumothorax 1 1 1.3 0 0 0
(Continued)
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Table 7.

(Continued)

Adverse events

System organ class

Drug-related adverse events

N=78) (N=78)
preferred term

n Events % * n Events % *

Skin and subcutaneous tissue disorders 6 6 7.7 3 3 3.8
Drug eruption 1 1 13 1 1 1.3

Pruritus 1 1 1.3 0 0 0
Rash 2 2 2.6 2 2 2.6

Seborrhoeic dermatitis 1 1 1.3 0 0 0

Skin exfoliation 1 1 1.3 0 0 0
Injection site reaction 15 21 19.2 12 15 15.4

Injection site bruising 1 1 1.3 0 0 0
Injection site erythema 6 6 7.7 6 6 7.7
Injection site induration 1 1 1.3 1 1 1.3

Injection site pain 2 3 2.6 0 0 0
Injection site phlebitis 1 1 1.3 1 1 1.3
Injection site reaction 1 2 1.3 1 1 1.3
Injection site swelling 2 2 2.6 1 1 1.3
Instillation site erythema 1 1 1.3 1 1 1.3
Phlebitis 2 4 2.6 2 4 2.6

* Incidence rate (%) = No. of subjects experienced adverse events/No. of subjects evaluable for safety X 100

levofloxacin (LVFX) #44#] T s T 512
PENI Z 28 O " RIEG 126§ % EOT R i
IRENF 1% 94.3% (33/35%1) TaH H', LSFX I [H
AR DHHF] & FEREOWFENRERT EEZ LN
72o F72, WEREBIORERERD 952% & RIFTH
D, WRSREGGED FE L FHE TH S S aureus,
S. pneumoniae, H. influenzae, M. catarrhalis |Z
X LT 100% DK% R L7z,

eV Je T, EEFHIIE TH B EOT KD
AHRIEIL 100%, EIKEHHEE Th 24453 HiZ O
HRIEL 92.3%, WERE DI ORI LZIL917% TH
D, GRS ECEREE RS I LRSI
Tro Flz, RMBEOXR & T o729 _RTOIERFAT 2
TEEE DL ORI & 2 EER KB TH o 7275,

LSFX HAI DA TEFIDVTMREIERREZ T T LTHD,

LSFX D FaMeERli 91253 % 53 2 G BRI R AR &
n7z.
il <k, EZEEHHIEE TH 5 EOT FEDHR)
13 909%, RIKFEMEHE Th 545 3 HIEDOH R
1L 81.8%, HiBRE FI O WML 909% TH D,
BTGRP S OBmCEMEL 7T 2GR, BER
BLOBRMER IS 2 BRI PRER R S
720 SIE THFEITHRE S LTV D ELIRE - BB
R AR, XX 70 FH Y 2 500% (9/
197, 7 bUTFVY667% (8/12)F, £ I X
DL Y TRYF YT MY L T91%(34/43), A
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T4 L 850% (17/20)"7%: & Th Y, AHNTI N

SRR & MU EOFMIEE RS 2 LA RS
Nbo
ARHERTIE, FRMEVEN ¢ & iR B O T <Gl A

SIS N2k % o CIFREE B B L UG %
V0 2 AR R TR FE AT 2 AT o 7o, OREN L~
PERE B A ER T H VIR RIS TEY, 2
L O T SRR AT 8 <2 i D IR B L2 < B 5 L
TW LA FEMEATVRIE S 7z {HFTHSE S LK S
NTWBBAFOF 0 v JHEE, 77 AR
b L ISR IS T 2 DA 2 L
5 REMEVERN 252 MBS L0k 3 A G IERE S T
VAT RRERTH S N7 LSFX @ B 7 i R
FEBIOHHEERE LT Z DL, RHIZINLD
P L COEMRGHRIEL 25 2 LIRS
%o

KRB CRO ONIHERELRB L URITEH O %3
RKE, N2 N641% (50778 1), 33.3% (26/78
Bl) Thotzo KHIOWHMISEZ RS E LR
I AHRBRORE R (HALESEE 2021; 69: 255-69) t
"2 L@ & %o 72785, BAEOESHF
/8 VSRHTHEE THE DS [ESEF RIS O%
BIRIZ 154% ThH V), A & WAL £ 72 3EALT
DFEBFELEZ NP, F/2, ZOMIC R
BEOBWAERR L L CEBEED 205%, il
BEENST7% 788D HIL7=DS, BEfF oA * o v
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REEB-T 7 8 LRPIRHETH S LVFX, pazu-
floxacin, tazobactam/piperacillin 3 & U ceftriaxone
WL Th iz e R & L7256 T AHRERD H
THBEED 10~35% FEE, A5 R E A5 3~5%
BFICROLNTBN*™, RELREIRVEEZDS
N7zo ZoOMIZF 0 v RPUESE CTRE S NS I
TR REREE 2 EOREAEBEL SV O
TiE72 <, LSFX THEILY 27 B3 S 2@ EIFE
TR SN hroiz, 4, EEZEIERAE LT
i AT 1 B ERD B 7z7s, FIEEFOREIZ LD
U L7z LSFX ORiATIE Z MERD L 72 BR3P
BROERN S, KANZECIRATEZ R T b OO
NOERL IR0 LT, TSR M hRE &
P LCHES 5 2 EDERESNTE DY, [FFRY
ZFER L 7ziihilige e iR & L2 BRRHERIZ BT
b, MiEERFAO SN TRV L6 (H{LES
i 2021 69: 255:69), EEEZET HIHERTIEH LD
ZORHBIIERN DD LEZ SN KRBT,
BeERE AR 91.4% (64/70 611) 7% 65 &Ll b &k
B CThHo7ns, Fhll L 2 HEFROREBFICEL
RBOLNLED»o Tz, —HICHEEE L, HEOEREY
GHEL TR BHEDSE W 2D ITHEEBEER 2 0 LT
Wh ZENE L, EWEREO ML W72 H
FIEZ ORI L) BHEHZZEBLL 23 W75,
LSFX IZZNOOEHEITH L TH AR 2 MHHEILFE
HOHNT, BmOREEE AT 5HATH LW D
AN A

DLl o s» S, LSFX iE41#] 150 mg (B i #%
H.& LCHH300mg) @1 H 1 1 s#EEIRNx S
X, ElE T & UIERERERREERE, WM R
FIREN L > Y BRI AN B 53 B BRI 75 5 & OVl
WEF N LTSI TE, ZetIicb RE
GIEDPRNZ e, T OMIR R EASE G
BWIHHRER THL EEZ b,

i 3
RABROFERIZE L, HEREEEmME LTI
W EFE Lo TR DA IR L E T
(HipRls, BERFERE LR OTTE) o

MRSZATBOE N ERLR B AL i E R R 2 > & —
WAz w], ZHRED, e AR R N © 7 Eimht
JEPE /NTE—H8, AT B B BE R R O R
Wt vy — EURETS, FRAZATBOE N E SR B
BorlERY Yy — MBOR, D&M EIE NG

ATA NN T —FPE AT A vt v ¥ —JFkE
BRELR, ERAH BB EES=ERE &
JIERT-, 5 AN AT Bids A 24 )| VR ST e e 1o 4
JINEL A7 PR BR R0 25 & o & — KR L BE g
N Z 9 A HARSE G = RER, MarfT
BUE N ELIR AR VE RS T o b S5k,
BT PE SR GLE, i IRE A R S 1 [ R A
AREMPIAEEWE A B, MorATBOE ANE S
TR SIRER > & — ek, MM ATE
N R AR R IR EMER L~ 5 —
ks R, HARTR T ARG AR T ke W%, Al
SEATBCE NE TR e K b ISl A
Pttt v & — /NSEJEFE, O AR AT O N B I
ST B R R B R AT AR G e RO, R AR
Wkt A, AR
HaBEHENE OSSR ARHERLL, HJ5Mer
AT B N KB 2 9m BE R KB 3 O & D EH#E & >~
Y — WARER], WALAFHREEE KT EE, HART
FALRILAR T TR b BIFTRE 2, AT BUE A E S
TR S E R v 5 — AL —, WM AT
BOE N T B Rk & HE—, SOz be
HRSEE R, AT B N S BE AR = R e AR
JEA0, SRAZATBOE N 57 B E AR R 2 AR LI 57 S
Bt - LEAE, EESEERRTIEEE KSEME, HaE
Ak N TR B 575 A % S e VR 0 A 1 B A 9
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Open-label study of intravenous lascufloxacin for secondary
infections in patients with chronic pulmonary diseases,
aspiration pneumonia and lung abscess
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To investigate the efficacy and safety of intravenous lascufloxacin (LSFX) for secondary infections in
patients with chronic pulmonary diseases, aspiration pneumonia and lung abscess, we conducted this mul-
ticenter, open-label, non-comparative study. The subjects were administered LSFX 150 mg (300 mg on day
1) by intravenous injection once daily for 7 to 14 days.

Clinical efficacy: For secondary infections in patients with chronic pulmonary diseases, the cure rate at
test-of-cure, as the primary endpoint, was 93.3% (42/45). In regard to the secondary endpoints, the clinical
efficacy rates on Day 3 and at end-of-treatment (EOT) were 87.0% (40/46) and 97.8% (45/46), respectively.
In patients with aspiration pneumonia and lung abscess, the clinical efficacy rates at EOT, as the primary
endpoint, were 100% (12/12) and 90.9% (10/11), respectively, and the clinical efficacy rates on Day 3, as the
secondary endpoint, were 92.3% (12/13) and 81.8% (9/11), respectively.

Microbiological outcome: The bacterial eradication rates by subject were 95.2% (20/21) in patients with
chronic pulmonary diseases presenting with secondary infections, 91.7% (11/12) for aspiration pneumonia,
and 90.9% (10/11) for lung abscess.

Safety: The incidence rates of adverse events and adverse drug reactions were 64.1% (50/78) and 33.3%
(26/78), respectively. There were no deaths in this study. One patient developed lung disorder as a serious
adverse drug reaction, but full recovery was observed with medication and other supportive treatments.

Based on the results, intravenous administration of LSFX 150 mg (300 mg on day 1) once daily may be
expected to show high efficacy, with no major safety problems, in patients with chronic pulmonary dis-
eases presenting with secondary infections, patients with aspiration pneumonia, and patients with lung ab-
scess.
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