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Z{TH 1 2019F 10830 B ZHEH 1202028 26 H

FRE / OV RMEE TH B lascufloxacin (LSFX) DOHEHHABEICN T 288ME L ULeEE
RET9 BT EZBHE LT, levofloxacin (LVFX) ZXiBRE Lz, & I BEEA L _EEREEARE
ErELTc, LSFXBTIZLSFX$E 1B 75 mg % 1B 1E], LVFXEBTIZLVFX$E 11500 mg = 1 B 13,
Wohd 7 BEROHRS L1

FEHBIER ChHAH/REKRT - Pl 7 BEDBREIE, LSFXBEET92.8% (116/1254l), LVFXET
92.3% (108/117 ) THY, LSFX 75 mg M LVFX 500 mg |09 B3RS AR E N, BIREHEIE
BTH3%5 3 BRORIHEMRIE, LSFXE T 85.6% (107/1254), LVFX & T 89.2% (107/120 1),
RELT - RIEROBAERIE, LSFXET 96.0% (121/126 ), LVFX BT 95.8% (115/120 ), #HER
EROWMEMENNR (FEHKARK) 1, LSFXE T 96.3% (26/27 ), LVFX BT 100.0% (33/33 )
T oleo LSFXIE, LVFX EERIC, BUVBERDIREMEMFNNRERL, BEEEOEELHAED
BEICLST, MEMERMALIEERBAOVTNICT L TEBNBWENRFTES LEZ SNl

BIVERDRIREIE, LSFXEET 17.9% (25/140 ), LVFX BT 19.0% (26/137 ) TH o1, MEF
EEBEDRWERS LURTAIGERDHSNT, B2 LOXRELMELROSNEL >,

MEDRELY, JERRmMAZSCHPMAREICH LT, LSFX 75 mg 1 B 1 EEOKRSE, S0
BEMMELRRETE, RERICEERGBRITEVEEZ SN

Key words: community-acquired pneumonia, lascufloxacin, levofloxacin, clinical trial
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IZ Colc
Lascufloxacin (LSFX) 1%, #rdk#sEmkaiathic
BWTAB S NAHHF  a s RANHEETH Y,

Streptococcus pneumoniae, Haemophilus influen-

zae, Mycoplasma pneumoniae |23 &5 0%
WRIHEH RO K7 7 AGYEE, 7T ABMA,
IR R, AR g2 E DR & 2 %
FUPEN T L AE TR LR L C b i) 2 iRiiE M 2 f
L Tw 5“2, ¥12, Staphylococcus aureus % S.
pneumoniae % &t 7T AR 0T B HUH X
BATHY, BAFOF /0 v R I L 72
WHRICAT L CHIRCIIR I 2R $72, FIMH
BRIR BB S & ORRIRSEE BRI B\ TiE, kgD
5 DFEA 7 WY R M4 FhiREE & T 15 f5 2L L
WA OBATIE 70 &, KH O B 7 3 H)
PR SN TE D, MOILR D LR~ D5
WRATHEICHED & LSFX R O RRIR =%, 75
mg 1 B 1[5 & e Sz,

PAEARFRTIL, T A G E T2 2 I R T O & AT
AR ML F 72 AR T AN L L T8
DRGEE 7o T 27 IHIREHEAYE I B\ T, B-
T LRBLYY 70T A FRIUEHEIIHT SR
KA O B2 AR T 25#EAT L CTB Y, BRI
RERORIEEHICINZ T, HBEEH ORI LEN
TWa,

CDE) RN E ST R, SR EE % 5T
RIZ, LSFX 75 mg 1 H 1 [ERG-OHFMIES L 0%
EWERFTLILEHWE LT, Bffox/ 0y
RPHEDO ) LROAFSINTBY, FHEBS LT
WAL L T 5 levofloxacin (LVFX) % %t
e LomiEA L EE GRS L 72,

RaBRIE, BGERFEREREE OGREARE S
CBWTHA LT AR SN, AV U XES
ZHD KARERMEHIB L OVGCP 7 A K I A |2
WL TEML 72 (FRFESEE © HAREEER Y
¥ ¥ —, B&FET  JapicCTI152912)

. WREFE
1. X%

AREERIZ, 2015 4F 6 H 25 2016 4F 3 A 12217 C,

%tk LR A E AL EE AT R et & L
T4E 85 OFEBEEIC TEM L 720 BEREGIEIZ,
LVFX #2%53 2 LSFX # O I & Wi+ 5 72
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ARG, REEEOHE R L%, HHCEHELTEL
THREIZTHHYILZ) 2T, BBRANOZZOW
THBEOAMERICL MRS LHTHEZ.E7,20
A D B IOV T HFEZ HVTH3Icd

WL, KANZX2BsmoE Rzl L, HER
HEND D LERELZG,

EPGEREL, BT S (PR GE 12
BT B AP O BRIRFHE L (55 W) 1V % 2%
(2, BB G BAAGETIC LT OFHEEY TR Cl 2T
BEL L7, OMiRFSRERT 2 M DL AR R
R AR MR APTIE DS 2 < B ESRE, @MaEBEi{% -
BECHBL 72O RREE 2RO L, GKRD5
HEHD) 6 THBAL F&2mzs 5 (B, [IRMEE,
B B \ILIERE DI OEAL], THEFTE oS HEiT
R, (R EEE, RO 5, wihdh—2d 5
WIZTRTHNEAL], [38837C DLk, @ko 31H
Ho9 6 1HHEM E&G729 0 [CRP %L [H
MEREEHD £ 72 1 IARIRIEER > 16% ], [RERFE IME 1o

B, ¥ 0 RPN T % #EE £ 7213 E
BLREWEHOBAN S 5 BE, K, B, i
HELREEELZAE L CWAEY, BT 23T
PEORERERE - GOHEZ AT 288, EHHIRE
\Z & B £ 72 NI ) 2 2 & 3 5 BRI
YehE B IR L 720
2. BBRE

EEREE L LT, 1 8912 lascufloxacin 75 mg & &
H$AHLSFX §E, 7 6 IR L LTl
levofloxacin 500 mg # &3 % LVFX $E% 72,
F72, TIbRE LUTHEELERIAGE R, AR
EaFERWLSFX 79 REB L WLVFX 7' I+
R A7z,

3. FERIOEMIIF B KUERIE R

EBHEENETE (=1 Y =~V AT 7THRAED)
25, EfT Oy 2Pk, LSFX B L OV LVEX
HOEFK~Z 1. 10T, 42170y 7 &L
THAEZIZEN DT 728 R 2B L, S ZiEw
BEELE ATz, BRI, BHO) 2, HHE
W CREEICORE L7,

FEBIESRE, EERIRONA 7 A% AT 2720
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B AR A R L, SHOBETRT L LIS
BEIR 1T 720
4, MERER

BEEEEIN ORI RS X OB, EERSEE
R EEHE D RFEE ORGSR EN 2w L %
FERRL 720
5. ®EHES SUHRESHH

LSFX # T3 LSFX $&3 £ (' LVFX 75 t K §i
D 2%t%, LVFX BETIZLVFX 85 X ' LSFX 7
SLAREED 25E%, WEEE D 1 H 1 EEAEIC R
5 L7z

B G, [P0 SR & ARE 12 BT 2 Bl b 5
DEFRFHEE CGEZH) 1Y% 5#12, WFEd 7H
MICRRE L7z B, HEHBH»S 3 HHDL ki
Bt G- L, 6 E 72 IEIROTEE IS X ) kit 58
REELHIWF S N2E 121, 7 BRERI TS f
IEETTREE L7,
6. HARIEES KUHBRIEEL

MBI, 2oEE (7074 FR
POV E RIS IR ), oAV AE, bt
BEREE, YU, RIEREATO4 FE (AR
TOA NI, y-7u7) 3% GCSF #
H, RIERIHIZE CEWENRH E &), WEEE
PSR (I 3B £ Ok By o i & L7224k
HET7T A Y535 &, EREHHI R %
Flzd eEz oNb 0L, 72,
BRSO SERPERM I B A T TR E VRS ORLE b
IR L 72

TINVETO T oy OIEFHEANE, Ttk
2 RATTREME DS D B 72O 2 85I Lz F 72,
BRI HE L KIS EEZONLT VI =
TN, ANTTL, RTATTLN, 8 W ER
35 HF B L O OMIBERSE &L A AR &2 7R3 T RE
1738 B —TBOEERI OB 2 EE IR L 720
7. BE - AEEB S UM

(1) B2EE=R

B G-BMmEEN, CEREIGH, BIIEZ 4,
TR, AR H, B, RE, BREGBR O AR -
RO 5y, BEAERE, (GBS 7 HH Lo
PUASIGE, GOHE, BEHSE, BRRREE A L 72,
IR T BE 70 MEIZ D W TR 12 & ) RO A
BEAMR L7z, F72, HEEHEE, HA LS
gy [ BRIEYLE |2 BT 2 HrH PR 5E ol PR 5Tl

B (BT ]V % 2#I12 PORT 237 2 i L7,
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IREEIRIL B & ORGSR, BB R L 28
HEEB L OEIL 7o R GRS X D ERR L 72,
(3) ERPRAEIR

¥ h-paaHr, #&45-3 Hik, &S84 7 - dikk (End
of Treatment ; EOT), $54%7T - tpik 7 H % (Test
of Cure: TOC) I, ATl (Bl L), I
Wk, RxMk, MEEE - WRIRTEIR, WRURINEE M,
MR &, BAER, F7 7 —¥, KoKk, KR B

FEAE (LEZIE CCEIIRIMG 77 2 B 5E % SE ) ,

HIMEkE, HMmEksm, CRP Ziid L7z,
(4) PRESR

BeG-aanET, %5 3 Hik, EOT K, TOC K2y
X WA, B G-BAAGHETIC M CT Mk % Fh L
720 %3, WHEZRBRY TOC FfIZ b K CT itk %
FEHiL 720
(5) WEMFHEE

— I ORI OV TIE, G- BERT, %53
Hf%, EOT K¢, TOC F§IZHRIL 7285 & oMk %
TR M2 F ML, MRS EF 1Mo &
JERTH 3B & OFc5-12 B R 2 FEht R RS THFE L
720 ZTOHEERHNE B L OG- HMBIRIL, BEY
FRRAERR (RS LS 2 74 = v &) 123
ffL, HHE%TT>729 2T, Clinical and Labora-
tory Standards Institute (CLSI) D#ET 5 Hik
ZHE U O A A GE I C L ), SAEPUR R IS

B WE L7z, b, MiREKR OMEX 53,

R Y GIZx L T006=MIC %7 L 7z &
W ERE, <=3 ¥ GIZkt L T 012=MIC=1
pg/mL %R L7z _R= 2 S R A 25 Bk,
RV Y GIZH L TMICZ2 ug/mL %78 L 72
=) VIR RERR & EF L 72, 72, &KGRIA
HICE R I BT, MiREREOME B
IR SRR PR MRAT &, DS TRIUT BE 2 35 &
(VLR il S BR TR LR AR AR % B T M L 7o
JEERRFEAR OB OV TIE, #5- BRI,
F N R |2 TIHEH S C Wi~ A 277 X<
FREB L ORP L D4 2 FHEME L, eEms
AYRAAEE 12 C Loop-Mediated Isothermal Amplifi-
cation (LAMP) #£I2 X 2 M. pneumoniae DF¥4FE
FExERL 72 72, HEGRMGRTB L U0 TOC K
(2, A FENRAHERIC C M. pneumoniae (ZH]
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TEeEHER (Particle Agglutination Test : PA) 2
&£ U, Chlamydophila pneumoniae \& micro im-
munofluorescence test (micro IF #:) (2 XY I
PoiAt &2 58 L 720 $5-BAAHT O P EARAAS R A3y
W F 7T EARRD AL, B ER L, &
REF IO SR N E b L R GREBIR %
FNEEAARR CTHE L7, TOHETRAR B L U
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(color change method), Legionella pneumophila
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B THlE 21T - 720
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# [AST, ALT, ALP, LDH, y-GTP, CK, BUN,
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8) N1 21>, 12 FEOERRE
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FEMAT, BRGE R ERRAS, SRE M e, s
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FEFMEE X, TOCHKDEERE Lz, %5
HERNC TOC iR 2 B L, BiiySIfHT o
F£ KT % Mantel-Haenszel 12 X V) 4% L 7=
TOWHREHEDZE (LSFX #-LVFX #) BLUZo
il 95% S HEXH (CT) (Stratified Newcombe CI)
ARH L7 RO TO CIO TR -10% %
TS 2V EAURENSEIZ, LVFX 500 mg
\ZR3 % LSFX 75 mg O IEHEFEH S - b o
LRI A2 Lk Lz RIREHfIHE (X, 5 3 H
BORYERE, EOT HEOBFRE, HEERB X
OERE R OEW AR L L, ThEnommil
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ARIREB L OHRELZRIT 20582 5L
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1. FERIDHER

FEBI O % Fig. 1 1IR3 RARBICEHF S
7o BB 277 BT, WRBREEANR G SN2 27T Bl o4
B (LSFX # 140 1, LVFX # 137 61) % % & %
AT RER L Lo 20 bIRBEDOR S 25T
L 72 @ \& LSFX # 125 6 (89.3%), LVFX #f 118
Bl (86.1%) TH Y, Wik 7-HEFIL34H (LSFX
#1501, LVEXHE196)) Th o720 FILEBE D
I BT R & LCA#] A5 136 (LSFX # 7
B, LVEX#E6%]) Lixd %<, T [EKRD
AL E 721 IAZ] 2594 (LSFX #E5 %I, LVFX #
460, THEFS] 266 (LSFX# 0%, LVFX
wenl), [BE (F23RFEH) o L] 2724
(LSFX #1610, LVFX B 161), [Z o fih] 254 %1
(LSFX B 26, LVFX# 26]) TH -7

PPS i%, 248 1 (LSFX % 128 #f, LVFX # 120
Bl) THY, EBEHER 277 Bl HEF29 B (LSFX
#1260, LVFXBE176)) % B4 L 72 2 OWER
&, R EA 196 (LSFX B 9, LVFX #
10 61), Bepiskies A 2 6 (LSFX # 1 61, LVFX
B 1B, P57 PuE 5 61 (LSFX B 2 1, LVFX
H3pl), PRAZEESERS 36 (§F_XTLVFX #)
Th-o7,

72, BPPS 3, PPS 248 B0 9 © M- R
7 (Fatty, BouE R, RIS R,
BIETHMBRA) 12 TR E S 7z 13240

(LSFX #: 67 #, LVFX #65%1) & L7z,
2. BEE=R

PPS 248 B2 B1F % BHE 5 & Table 1 1277 F,
BRPEZ I AR BIGEEIEE * &, BEERICW
HHTREZZETBOON LD o720 F72, HEEE
¥ 58w 7 HUANIZ o PLiF SE 2545 5 S RN ©
HotzBHE LT, LSFX B T286l, LVFX#T
ARCI PRt S A QA A
3. B
(1) FEFHMHIEE ; TOC RFDARE

PPS 248 1> 5 &, kb H ASRFA-#iPH % i 72 S 70
o 72 LSFX BE LB % BrAV L 72247 6112 BT 5
TOC B DG % Table 2 127”9, TOC B G
I3, LSFXHETI2.8%(116/125 B, 95% CI=86.9~
96.2%), LVFX BT 923% (108/117 i, 95% Cl=
86.0~959%) TV, M TEHWIHEFRL R L7,
RO B 2 (LSFX BE-LVFX #) 13 0.3%
(=67~74%) T» VY, LVFX 500 mg 1H 1 [a#%
Hazxt 45 LSFX 75 mg 1 A 1 [H#% 5 0 IEFH A8
FER & L7z,

FESHE T L O TOC B E L, Mm%
\Zxf L LSFX #: 23 925% (74/80 1), LVFX B A%
90.9% (70/77 1), k52 B 25 12 % L LSFX B 4%
932% (41/44 1), LVFX #A397.1% (33/34 f1) T
b o720 MHERM g8 & IFE T 9 DR A G T,
LSFX #251/1 B, LVFX BE2S5/6 BICTdH - 720 i
FHEOEBOGHIZI ST RMAPHIRFTE S
EWRTH o7,

F7o, AREBRICIE, REREEEGERT 7 H NI
WEPEG SNERTH o 72 BE D 49 Pl EeH S
N7z TNSERGEMREH BT S TOC FEDik
WL, LSFX BT 929% (26/28 f51), LVFX #T
95.0% (19/20%1) T b, LSFX HEKIZB 1T 5
TOC B O iE#3E 92.8% & ARk D 8 A &) A5 RR
ENtze TDHH, LSFX oW, KO~ o
T A FRUHIEOHRNE 929% (13/14 61), #EI1+t
7 . LZRPUREE O RN 8/8 B, 2 KDL A H o
W1 5/6 BITH -7z
(2) BIXEHMEIER
1) ERERZISR

PPS 248 Bl BT 25 3 HI=O R A= L &
NEOT FEDF RN % £ 211 Tables 3, 412787,
BHIERRICB TS, REEH DFFAHH /s &
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Subjects who
received the
study drug - N

All subjects 277
LSFX 140
LVFX 137

Full analysis set

(FAS)-N
Yes No
All subjects 257 20 Reason for exclusion
LSFX 131 9 + Other than the target disease (9)
* Other than the t: t di 1
LVFX 126 T O erA an‘ e targe dls‘ease (‘ 0).
« Conflict with the exclusion criteria (1)

Per protocol set

(PPS) -N
Yes No
All subjects 248 9 Reason for exclusion
LSFX 128 3 + Conflict wit'h the e>'<clusion criteria (1) N '
+ Non-compliance with the method of administration (2)
LVEX 120 6 . Non-comph.al?ce with the .method o.f ad.mlmstratlon 3)
+ Use of prohibited concomitant medication (3)
Bacteriological
per protocol set
(BPPS) -N
Yes No
All subjects 132 116
LSFX 67 61
LVFX 65 55

Fig. 1. Flow diagram of patient disposition and reasons for exclusion from the study

7o 72 LSFX B 1 AWML 720 SEIHRHRIS,
LSFX # T 85.6% (107/125 1), LVFX # T 89.2%

(107/120 1) Tdh -7 F7-, EOT BOHHEIL,

LSFX #:A%96.0% (121/126 #), LVFX & T 95.8%
(115/120 1) T&H - 720 LSFX BEIZ BT 2 WA
WMEB L CEOT oA s)EIZ v d LVFX #

BARMLFEREFZRMES Vol. 68 S

LB TE o 720
2) WAEFEINR
ORREDDBIEE S K UERIRZ

BPPS @ 9 %, HAMR KGO B X LSFX #£T 67
Bivp 656l (77 LB HEE 1461, 77 L BEMEH 14
Bil, I e B9 J5 M 37 1), LVEX B T 65 Bl H 56
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Table 1. Background characteristics of the patients (PPS)
Treat ¢ LSFX LVFX
reatment gr
catment group (N=128) (N=120)
Item n (%) n (%)
Sex Male 65 (50.8) 63 (52.5)
Female 63 (49.2) 57 (47.5)
Age (years) <65 81 (63.3) 75 (62.5)
65< 47 (36.7) 45 (37.5)
Mean £ SD 54.0 = 15.7 544%+17.5
Height (cm) Mean £ SD 162.09 = 8.65 162.46 = 8.85
Weight (kg) <40 2 (16) 3 (25)
40<, <60 73 (57.0) 64 (53.3)
60<, <80 47 (36.7) 46 (38.3)
80< 6 (4.7) 7 (58)
Mean £ SD 58.83+11.98 58.79 £13.34
BMI (kg/m?) <250 100 (78.1) 95 (79.2)
25.0< 28 (21.9) 25 (20.8)
Mean = SD 22.30 £3.72 22.18 £4.40
Hospitalization Inpatient 17 (13.3) 25 (20.8)
Outpatient 111 (86.7) 95 (79.2)
Diagnosis Bacterial pneumonia 83 (64.8) 79 (65.8)
Mycoplasma pneumonia 37 (28.9) 27 (22.5)
Atypical pneumonia?® 7 (5.5) 8 (6.7)
Bacterial + Mycoplasma pneumonia 1 (0.8) (5.0)
PORT score 1 43 (33.6) 34 (28.6)
2 67 (52.3) 59 (49.6)
3 16 (125) 21 (17.6)
4 2 (16) 5 (4.2)
5 0 (0.0) 0 (0.0
Duration of treatment Mean = SD 6.9%0.5 6.8+0.7
Min 4 3
Max 7 7
Antibacterial used within 7 days No 100 (78.1) 99 (82.5)
prior to the study treatment Yes 28 (21.9) 21 (17.5)
Complication® No 45 (35.2) 38 (31.7)
Yes 83 (64.8) 82 (68.3)
“Not-identified causative microorganisms
bConcomitant disease at the start of treatment
Table 2. Clinical efficacy on the 7th day after the end of treatment
Clinical efficacy 95% CI 95% CI
Treatment 4 Efficacy Difference
I ter-
group Cured Not cured " .e er rate (%) * Lower Upper (%) Lower Upper
minate
LSFX 127 116 9 2 92.8 86.9 96.2 03 -67 74
LVFX 120 108 9 3 92.3 86.0 95.9

*Clinical efficacy rate (%) = No. of “Cured”/No. of “Cured + Not cured” X 100

Bl (77 DBk 16 B, 77 ARVER 12 61, IEE
AR 28 B) CTap b, WIHEE b HAME RS AR
HaxdioTnie, MESIhzERERREIZ, S
pneumoniae (MICy : LSFX 0.06 pg/mL, LVFX 1

ug/mL), H influenzae (MICy : LSFX 025 ug/mL,
LVFX 0.03 pg/mL), M. pneumoniae (MIC range :
LSFX 0.12~025 pg/mL, LVFX 0.25~05 pg/mL)

Taé) D f:o
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Table 3. Clinical efficacy on the 3rd day of treatment

Clinical efficacy 95% CI 95% CI
Treatment Efficacy Difference
. . Indeter- «
group Effective  Ineffective . rate (%) Lower Upper (%) Lower Upper
minate

LSFX 127 107 18 2 85.6 78.4 90.7 —-3.7 —12.1 4.8
LVFX 120 107 13 0 89.2 82.3 93.6

*Clinical efficacy rate (%) = No. of “Effective”/No. of “Effective + Ineffective” X 100

Table 4. Clinical efficacy at the end of treatment
Clinical efficacy 95% CI 95% CI
Treatment Efficacy Difference
. . Indeter- «
group Effective  Ineffective . rate (%) Lower Upper (%) Lower Upper
minate

LSFX 128 121 5 2 96.0 91.0 98.3 0.2 —53 6.1
LVFX 120 115 5 0 95.8 90.6 98.2

*Clinical efficacy rate (%) = No. of “Effective”/No. of “Effective + Ineffective” X 100

Table 5. Microbiological effect on the 7th day after the end of treatment
Microbacteriological effect 95% CI
Treatment Eradication
. Presumed . Presumed Indeter- %
group Eradicated . Persisted . . rate (%) Lower Upper
eradicated persisted minate

LSEX 65 7 19 1 0 38 96.3 81.7 99.3
LVFX 63 4 29 0 0 30 100.0 89.6 100.0

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

sumed persisted” X 100

OERE RIS L URREBIMENFRIZIR

BPPS I251F % TOC O #ERE B 5 & O K B
BIOBAZRR (RHAE) % 22N Tables
5 61K, %&b, WaFiMiE  TOC K £ TIZHLE

FHEOPFMZEILIE P S 17z 461 (LSFX B 2 B,

LVEX #: 2 Bl) XfEHNTR S 5 BRIV L 720 #BRE
BIOH S 1E LSFX BT 96.3%(26/27 %), LVFX
T 1000% (33/3361) THhotzo T/, FHKH
DA FRN R (FIHKE) 1§, LSFX # Tk H
influenzae O 1 BROAD [1Efi] TH o722, FD
o 75 NEMER, 7T ABMHEB & OIEEREE
PRI L §_T [H%R] F7203 [HEEHEER] ©
HV, LSFX B IL LVFX B L ARO BV H T EE
L7,
GEREERID TOC BFDAmR

PPS 12 51F 2 JE A E B TOC Broik#RL, 7
7 L PER A LSFX #C 100.0% (14/14 $1), LVFX
T 938% (15/16 1), 2 5 A [&1hH A% LSFX #
T1000% (14/14 #1), LVFX # T 100.0% (12/12
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), FEE TR E AR A LSFX #E T 91.9% (34/37 B1),
LVFX #:T929% (26/2851) Tdh - 720 F 72, R
HE P EBE RS TH - 72 BHTIE, LSFX #T 2/
201, LVEX BT 9906ITH > 720 HIKHE AL S
N-BEOH L, NeEes | SHEIN-BEE,
LSFX # T M. pneumoniae %3, LVFX # T
penicillin-intermediate S. pneumoniae (PISP) #°1
%1 B X O M. pneumoniae 7% 2 1 TH -7z,
4. REMOF

2% Do BETHRIL-AERER B L OEITEA
DOFBUIRPLE Table 7 1277 F
(1) BE=ER

LRV RERNZ B 5 HERFROFEHEEIL,
LSFX # T 314% (44/140 f51), LVFX # T 35.8%
(49/137 1) TdH o720 2% LLLEOEFETHEHL /-
HEHRIL, LSFX BECIIATFREEREIE M, HimEkEk
W% 36% (5/140 ), W TR, ALT B
M4 21% (3/140 1) TH o 720 LVFX HETILE
LAY 58% (8/137 1), W\ T T HIAH29% (4/137
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Table 6. Microbiological effect classified by the causative organisms and the MICs

Treat- MIC (ug/mL) MICoo
Causative organism  ment miss- Total % *
0.008 0.015 0.03 006 012 025 05 1 K LSFX LVFX
group ing
Gram-positive bacteria LSFX 2/2  6/6  2/2 10/10 100.0 0.06 1
LVFX 1/1 11/11 12/12 100.0
a-Streptococcus LSFX 1/1 1/1 1000 - -
LVFX 0/0 --
S. pneumoniae LSFX 2/2  6/6 1/1 9/9 1000 0.06 1
LVFX 1/1 11/11 12/12 100.0
PSSP LSFX 2/2 1/1 3/3  100.0 0.06 1
LVFX 10/10 10/10 100.0
PISP LSFX 2/2  3/3 5/5 1000 - -
LVFX 1/1 1/1 2/2  100.0
PRSP LSFX 1/1 1/1 1000 --- -
LVFX 0/0 -
Gram-negative LSEX 2/2  6/6 5/5 2/2 1/2 16/17 941 025 0.06
bacteria LVFX 1/1 6/6 5/5 2/2 /1 1/1 4/4  20/20 100.0
E. cloacae LSFX 1/1 1/1 100.0 --- -
LVFX 1/1 1/1  100.0
H. influenzae LSFX 2/2  6/6 1/2 9/10 90.0 0.25 0.03
LVFX 1/1 6/6 3/3 1/1 1/1  12/12 100.0
BLNAS LSFX /1 3/3 4/4 100.0 0.06 0.03
LVEX 1/1 4/4 1/1 6/6 100.0
BLNAR LSFX /1 2/2 3/3 1000 - -
LVFX 0/0 -
BLPAR LSFX 1/1 1/1 100.0 --- -
LVFX 2/2  2/2 1/1 5/5 100.0
K. pneumoniae LSEX 2/2 2/2 1000 - -
subsp. pneumoniae  LVFX /1 1/1 100.0
M. catarrhalis LSFX 4/4 4/4 1000 - -
LVFX 2/2  2/2 4/4  100.0
P. aeruginosa LSEX 0/0 - --- -
LVFX 1/1 1/1  100.0
Capnocytophaga sp.  LSFX 0/0 - --- -
LVFX 1/1 1/1  100.0
Anaerobic bacteria LSFX 0/0 - - -
LVFX 1/1 1/1  100.0
P. melaninogenica LSFX 0/0 - - -
LVFX 1/1 1/1  100.0
Atypical bacteria LSFX /1 1/1 2/2 1000  --- -
LVFX 2/2  2/2 4/4 100.0
M. pneumoniae LSFX 1/1  1/1 2/2 1000  --- -
LVFX 2/2  2/2 4/4  100.0
Total LSFX 4/4 12/12 8/8  3/3 1/2 28/29 96.6 0.25 1
LVEX 1/1 6/6 5/5 2/2 3/3  4/4 11/11 5/5 37/37 100.0

*Eradication rate (%)= No. of
persisted” X 100

), JEEEABRE, fEFS,

“Eradicated + Presumed eradicated”/ No. of “Eradicated + Presumed eradicated, Persisted and Presumed

FHPEAN LA IFERER L
Wi, B, BEHL22% (3/13761) TH o 72,
F7o, AEFZTOHIMEENOFEBEIE, LSFX #
T [HEEEE | A5.7% (8/140 B1), [HEEE | A 27.1%

(38/140 #1) TV, [HE] OFHEHEZIIRDH
N7 hro 720 LVFX BETIE 1] 28 15% (2/137
Bl), TR | A% 7.3% (10/137 B), [455E 1 A% 31.4%
(43/137 1) THolzo FIREED [HE] OFES

BAEFREFRMES
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Table 7. Adverse events and their incidence rates (>2%)

Adverse events Drug-related adverse events
System organ class and preferred term LSFX LVEX LSFX LVEX
(N = 140) (N=137) (N = 140) (N=137)

n Events %* n Events %* n Events %* n Events %*
Gastrointestinal disorders 7 8 5.0 16 19 11.7 6 6 4.3 11 13 8.0
Abdominal discomfort 1 1 0.7 3 3 2.2 1 1 0.7 1 1 0.7
Constipation 1 1 0.7 3 4 2.2 1 1 0.7 2 2 15
Diarrhoea 3 4 2.1 4 4 2.9 2 2 1.4 4 4 2.9
Nausea 2 2 1.4 8 8 5.8 2 2 1.4 6 6 4.4
Infections and infestations 1 1 0.7 3 3 2.2 1 1 0.7 1 1 0.7
Oral herpes 1 1 0.7 3 3 2.2 1 1 0.7 1 1 0.7
Investigations 13 13 9.3 7 7 5.1 7 7 5.0 4 4 2.9
Alanine aminotransferase increased 3 3 2.1 2 2 1.5 1 1 0.7 1 1 0.7
Eosinophil count increased 5 5 3.6 3 3 2.2 3 3 2.1 2 2 15
White blood cell count decreased 5 5 3.6 2 2 1.5 3 3 2.1 1 1 0.7
Nervous system disorders 1 1 0.7 3 3 2.2 1 1 0.7 2 2 1.5
Headache 1 1 0.7 3 3 2.2 1 1 0.7 2 2 1.5
Skin and subcutaneous tissue disorders 2 2 1.4 3 3 2.2 2 2 14 2 2 15
Rash 2 2 1.4 3 3 22 2 2 1.4 2 2 1.5

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

FIZBIFHWEIL, Mg, #EALMiZ%AE 16ITH
D, WERDIERREE L ORFERERIE T2 L] &HbT
ENTze FEFRROFEIHE L FHEREICHFER TR
LRI BN o Tz,

(2) BEGHEEER
KRBV TIHEIIW A HEERRIIBDO LN
Lirotz, BERAEERESL LT, LSFX HTHE
LA, EHEPED FVWAE 16 LARICRO S, Ww
TNHRBE L ORRBERIEE [HE0d L]
EHIBF Sz LVEX BECLE, Mligens2 6l 2 1F, Bl
K, EALITZEAE 16 1 HRICRRD b, hEEk L
ERFARITT T [ L] LHBrEn/z, /2, &
BARERFDIT, BBRERGOFIEIIWo7:
AEFZIE 363 M (BHEMRARE, HImEREw
Y, FIRE) T, Wi LVFX HEOFEHRHL T
HY, LSFX HETITRRD LN o7z,

(3) BIER

G A VR O SRR BT B EIEH O J8BIERIZ,
LSFX # T 179% (25/140 1), LVFX ¥ T 19.0%
(26/137 1) Tdh o720 2% U LOEHETHEHL 72
FREIWEMIE, LSFX B CIIFmekigsdm, Himsk
Bag b 345 21% (3/140 1), LVFX BETIZELA
44% (6/137 B1), T 9 2529% (4/137B1) T & -
726
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. =%

RERBE T, Wil 42 x 3 % LSFX 75 mg 1
H 1 #5088 & etk 2 R 572012, B
fFoOX//uayRIWED ) bRHIHINTED,
ARMEB £ O EMEDHET LT\ LVFX % &R
LT, MIEAML_EERILERB T £t L 72,
TEFHMEEE TH 5 TOC B i ka1%, LSFX B
T 928% (116/125 %), LVFX T 92.3% (108/117
Bl) THDY, M TEHWIHEELR L, HEED
HEM 722 (LSFX B - LVFX #£) 12 03% TH v, LVFX
500 mg 1 H 1 [A#%5-12k9 % LSFX 75mg 1 H 1
[P 5- O IEHMEAFEH S 7z BIKEHIIER TH 5
%453 HEORMARHIE, LSFX #T 85.6%(107/
125 %1), LVFX & T 89.2% (107/120 1), EOT B¥
DAL, LSFX #T 96.0%(121/126 #1), LVFX
TT958% (115/120 %) TH Yy, W TS5 3 H
B BEWERREE R Liz. T2, HERENOME
YRR (B S%) 12, LSFX BT 96.3% (26/
27 61), LVFX # T 1000% (33/3361) TH by,
RAE % BT 5 LSFX O WBRE S RIR SR
726

RERBEOMAEY FEHIMA L ) e S h 7z F 2]
AW, S pneumoniae, H. influenzae, M. pneumo-
niae TH Y, TNH 3HEDPEREEEKOK N5
EO TV, COMREIE, [RAMEZETAF
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FA 2 2017] RSN TS, iiRicBL
B IR R OSBRI E O R EFRTH D 2 L
5, AREERIZ BT 2 R E O/ ERE O BB
TOFHR O E KL TnWbEEZ b,

S. pneumoniae &, S & FFRED FEAEE O
POMHMEZICBNTROEELZFTH L7, Kl
B T 4 BE X 72 S, pneumoniae 1, penicillin-
susceptible S. pneumoniae (PSSP) 13 ¥k, PISP 7
¥, penicillin-resistant S, pneumoniae (PRSP) 1
e, SRRy 4 8= ) VIR TH o
72h8, TS Icxtd 5 LSFX OPUE i id MICw 28
006 pg/mL &8I TH VY, S pneumoniae H3EA
WL SN2 BEIZBIT S LSFX B0 TOC Ko
BRIR R R x40 [l Td -7z —7, LVFX
@ S. pneumoniae (%9 % MICy i 1 ug/mL TH
D, LSEX IZHRTMICEA & o720 72, S
pneumoniae SR AW & fFE SN BHITBIT S
LVEX # @ TOC W @ IR ®h#1%, PISP @ 1
HTH 5D EWET DD 572, S. pneumoniae
R AHLVFEX DTV A7 K42 s MICIE1~2
pg/mL EREESNTWEY, KRB THEES L7z
S. pneumoniae @9 H MIC 281 ug/mL Td > 721
RIZEFEOIEEZBZTBY, AHTEBEI N T
BIRZME — XA T 2 AORERY L AR, AR
IZBWT S LVFX IZA9 % S, pneumoniae D%
AT OEF2SHERR S 7z

H.  influenzae Tl&, <=3 Y IEEMHk [B-
lactamase positive ampicillin resistant (BLPAR) B
& UF B-lactamase negative ampicillin  resistant
(BLNAR)] 2380 5E % o Twizas, Ih
HIZxF 9 5 LSFX B L O LVFX OPLE T w31
bERIFTH o720 MAEWFRIRIRFEEIZB VT,
LSFX #EC#ES A, A RISEANRZ AT E S e
o7z H. influenzae 1 #fA5ME— [FEfi] L7245, H
influenzae D3 FEHNH & FiE S 72 BE @ TOC KD
BRIR AR HHE & b 26 B Th o7z,

JEERIG 212D WClE, 4lal M. pneumoniae 7%
FINE & HESNZEBZD I B, TOC B ffERD
RS NHEEE ] OHE L 7% o 72 fEHI 25 LSFX #
T34, LVFX #ET 2680 57z, LA L, LSFX
HECIREIING % & W S N7 BEBRE 1S BT B iE N
ERFOHRm AL 932% TH Y, PPS &L To TOC
D ERIRAN R 92.8% & WEkICE Ao 7ze 72, 4

[d]5%€ M7z M. pneumoniae 6 #RIZK$ % LSFX @
MIC range (% 012~025 ug/mL & BIFCTH Y, &
SAZIMEE R EE D 15 5 % 88 2 5 4K 0 w5 il FL AR
BIOWE5F25L, FEMKEARTH S M
pneumoniae &L Td LSFX X+ %3 %2 H L
TwheZEZbN5b,

ARHER T, BEEERGER 7 H LA o SR
PR T dH o 72 BH D RIZEH O TR 2 Fht L
7oo IRBEER G RN G- SN TWeiiESE L LT
Bt 7z 2RBLIYr 054 FRIMHENI L%
HOTED, TNHDEHEIZHEITSH TOC KOG
213, LSFX # T929% (26/28 ), LVFX # T
95.0% (19/20 Bl) Td > 7z LSFX % #% 5 L 72 28

Bl H 5, FHREDHE SN0 36T, S pneu-

moniae 1% (PSSP) & H. influenzae 2 5] [BLNAR
1#l, B-lactamase negative ampicillin susceptible
(BLNAS) 1611 Al &4, TR R H A 50
BRI TRT [WHS] T2 [HEEH L], TOC K
DEFRB RIS XT [HHE] Tho7zo TNH DM
K&V, LSFX IZBEAF ORI & & O M) 50
BUZELTH, ToaaEriifFcEsbol®
A bz,

LSFX HEIZB T 2% DL o B CHH L /2B
M E LTI, MFEREREIE IS & O H IMmEREOR A 2332
HONTHOO, FHIERIZT T [HE] THD,
BRIR AR ICRIE R WEE X 5, F72, LSFXIFAED
BIEFIEFED 53, LVFX & THL I
FHEREDPECEWER b o 72,

BEfF o F 0 v RPUHEEIC X 2 E2RIERICIE,
Hmbad, RS, RS, #ECED
WE SN TR, AR TIIEBEES S X o
AR EDIHAIL LSFX # & LVFX TR
TH Y, IEREREER X OEBUE X & D I25E0D
ERTwiav, INLDOMERNS, LSFX %4
WX W EE R Do

L OB RS, LSFX 75 mg 1 H 1 [H#5-
(IR 98 % & Tl il 2 A A2k L T R
WRB L OB AR ZR L, hhiido 335
L JEN® CTH 5 S. pneumoniae, H. influenzae, M.
pneumoniae % & tr &5 WXL CTERTH S
ZEDTERR S NIz AENZ, AHMERNEF I LT
AR, EERML T» 2 LVEX &2
M S, pneumoniae \Z&F L T ) 2 PUE TG~
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IR ENS, EERIZBWTOREERARMEAY
fFcErbnrEZONL, T2, et Eb k&
HEEEED SN o/ 2 e s, KFNLTH A
RAKT 2 BOEHRGREIC R L0 LWFT
&%,

Ci

RABOERMIZEE L, B 7272n 72 TRtk o
GEBREALEM O E T RE#E 72 L3 (bR
HERFERREOFTEIC L %)

P 1 AN AT IR S OB s b 5 ke, B V0O
A SRR BE & R, A2 AT B N E T
eI E R v ¥ — IUARET], EEEA
FHHGLE X HNE - IPIRERFE 3oL, R ERE
PR N D 70 IR IRBE NV — 4, A7 AT B
NESLIRBERB AR ERE Y ~ & — =AM, Sl
HE N e W E A S BE E e @G, ek
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FRIMER L 2y — PSS MOTATBOE N E S
9 e KR A e AT R 0L, AR I I NS
ATA ANy —FWAT A vty ¥ —IRk
R TLSE, PR T ROR BE RS, R AHT
Ak S EE, BEREAEFAERS/NERSG
7)) =y ZEE AR AR E R R b
IR R0 &R e B R, B A B I Gl
BREMEMEE BT, M2 AT Bk N E LR Bk
RER U~ & — NUHE#, HAR 7R
EEP AR TR W, BRAZAT BOE N S A
RESR O BE 7k FReBH,  Hb 5 A0 S7. 47 Bk N 2311 IR
SLIRBE R A 23 ) 1 B ST SR 2RI gl 2~ & — K
JERE L IR A B LR A A S PRI R I
fsE N, IR RERE WEIEE, &LmrsE il
RwbE AifsEA, BILESRIumhe B Iss, &
B R NI RE A 2 DAY A5 B v E—, K
T R I RS, M7 AT B N RS SE BE R R R
RGP FIE S, R ERE L v & — N,
SR N B AR AL TS AR A0 B Bk = 7 SR e
REROGTE], A SRk N B kAR AL 55 5 1A A b 22
FHEAR B AT SR, RO ARG IR NE KA
B, AH RS IR TR BT SERR, FH IR
WRE A, A4 A, EEIRIE A
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We conducted a phase III double-blind randomized comparative study to investigate the efficacy and
safety of lascufloxacin (LSFX) as compared to levofloxacin (LVFX) in patients with community-acquired
pneumonia (CAP). The subjects in the LSFX group received oral LSFX 75 mg once daily, and those in the
LVFX group received oral LVFX 500 mg once daily. Both investigational drugs were administered for a
period of 7 days.

The cure rate at test-of-cure, as the primary endpoint, was 92.8% (116/125) in the LSFX group and 92.3%
(108/117) in the LVFX group, demonstrating the non-inferiority of LSFX 75 mg to LVFX 500 mg. The re-
sults for the secondary endpoints were as follows: the early clinical efficacy rate on Day 3 was 85.6% (107/
125) in the LSFX group and 89.2% (107/120) in the LVFX group; the clinical efficacy rate at end-of-
treatment was 96.0% (121/126) in the LSFX group and 95.8% (115/120) in the LVFX group. The bacterial
eradication rate was 96.3% (26/27) in the LSFX group and 100.0% (33/33) in the LVFX group. Similar to
LVFX, LSFX showed high clinical and microbiological effects, and is expected to exert excellent efficacy
against both bacterial and atypical pneumonias, regardless of the causative microorganisms or prior treat-
ment. The incidence of adverse events was 17.9% (25/140) in the LSFX group and 19.0% (26/137) in the
LVFX group. No serious safety problems were noted with either drug.

Based on the results, oral administration of LSFX 75 mg once daily is expected to show high efficacy,
with no major safety problems, in patients with CAP, including atypical pneumonia.
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