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Table 1. Standards for determining the severity of symptoms of infectious diseases

Mild Moderat Severe
oderate
(Must Satisty all Criteria) (Must Satisfy all Criteria)
Body Temperature < 375C Cases that do not meet =39.0C
WBC < 10,000/mm? the criteria for either = 15,000/mm?®
CRP < 5 mg/dL “mild” or “severe” = 10 mg/dL

BREPLIELIZROONE I ETHY, 2D X)) %Gkt
FEH - PHICBWTIRKOMBE L 2%, $72, BREEICL 2R
TEEIARORKMIZO 21, BEOENICHRDL Z LMD
5",

PRBPEIPIR R B OB BV CTEE R Z L 1F, [EL
FINZHER - BHTH5ZETHY, THIIEEOM#ETZFhIL
L, Wz 5 2 I b B0 5 . GMENE O T 2 FH I3 50E
BATH D, FEEBAEY & LTI Haemophilus influenzae,
Streptococcus pneumoniae %3% < , $iV> T Moraxella catarrhalis,
Pseudomonas aeruginosa 34 H i, BHEAMMENE I L b
H5" T LTHE INHOWITOWTITER oBn< &
HEASHE L 725 T B IR IBLOE K & LT, BB
BTibN TV AR 2 ERRIRPBFZOa T4 7 >~
ARRGEPFETOND, TNOHTXTORMEDRIRFEE L
T, FERERIN AR O R PUR AL 2 I T
THEIENPEZLND,

PRPEIPIR R B D TR G T T B BN AR, BUR
HT~14 RS THHo EHTIIPIREIES HHIxGI12L 5
SR B O ARG SN TV 7, KETIRELEL
Vo T 2 TH L, RIS LT gatiflox-
acin (GFLX)5 HM#&5-OF k2 B § 6 2 & & L7z
HHEREFE L =2 —F /0 Y RIHE T D 5 levofloxacin
(LVFX) &Mz,

L R E&H&E

L W REH

2006 4 9 H~2007 4F 4 H £ TOWMIZ B ERA RS
Wikt & OB BE & 23 L 7@ s i i (1 P
FEVENEEL (COPD) UM S %%, MisiiE), OV A
PUMIRAE SR, SR SCIEERAE,  RAEiE, SAE S8
BRIHPERGHEA% 7 &) O ZRKIEG LB SN 7B F D) B,
KOBFRIEEZW2LABEORONTEEEZ TR E L
720 FEMAHZOWTIE, fMEMEEICES VI ~
TA—hF-arey bEEBKL, FHIE LTERCT
FEZHLIEE LIz 70, BHSNIIEGNIER T
BEEALZT->TB Y, MARHRIIHRICRENL 2L D
) HEICEBL 72,

BEPUEREL, OFE#EDT 20 Pl E, @QROIEREITFEY T
% MEVEIRPIR S D R IEHe B - QN - B DB 72 7%
M3 D 2 VIR R OB IR IR ORI~ D ZAL
DO HN D SO, OMERAEIZT, CRP O (0.7
mg/dL ik, &2 w3l LRREZ B R 2 D) 2780

550, ON0EXHMIIBENDHLIDE LT 5
W2, MOTEBIZWMZLTWAZ EPREFT LSS EL
720 @WEMAMBKBEOWEZ 25RO N5 DD (=8,000/
mm’, 5Vl EREZEZ %55 0), @HAR{bFHE
B TIPSR RYSE LS BT B BiHPUME W 3E o R G
filidi ] o &G BAE B HLHE (Table 1) 1ZHEHL L CTHE
FE O HREE L JIRF S - BE L Lz,

T 72, OBERBHEE (HbAlc65% ML E), @ GFLX
% 6 NS LVEX 2 L@ BUE 00 H 5 B#H, @7 )V
Fud o rREHEEICHL, 7LV —FdEER
REROMAED D 2 B, @O0, FFIHICEEE 2 hEkE
EodLEH, OFBICEERERERETOH S EZ (0
B L7 F=rh 15 mg/dL b)), @4 ILpp i,
BOHE 2 A L3R O SR ERA A3 R B 22 B, D — &G
IEY—FIZBWT7 Ve Fx ) oy AR ERT
b ot B, @MBRIEAPG-FIGET 7 H DN BLR
ARG SN, T TIHERDIYEE Lo2odH 5 BH, Off
OMHEIHBRELEL THBE (272L, v2u5
A4 FRMEE O mEME G513 7B, il v 7
I UHEOPIENT & L72), OFIT7L F=vo s
I0mg Lt A7uf FoHEZLEETLEH, OT
A A EOEREIR B OAIHE, 2132 0BAED
»HEH, QIR FFEERL TS EEOD
%, BF DM, HYEAIZ X D AEY & RSB g
PLEOWEFNICEEYS T 2 AEFIIBRIMER & L7z,

X512, OREZRHELGE, QEELAEFG)
BH LGS, OAIHEORE, MRBENBELE (R
BoFE &) Yif, ORBHSOLEEEZLEL L
B, OBREDPKEELRWEES, ©Fofl, HUEOH
WiC & b AE E SREE, DEowEFhsilig
B BRI ER E 5L & L7z,

2. FEHIEIRHEB L OG- HE - 55 W

A5 —=32y POBEHFI—LXR=VIZT7 27X AL, 2
V¥ 2= —THEEHIN-TO 7T AI12LD,
GFLX # 3 L < 13 LVFX BEICHEE AN 21T 5 720

FRABEOBRGHE, GHHEIEROEB) L LT,
GFLX # : 65 Ml Lo 8% 13X GFLX & LT 1 [ 100 mg
(FF 7 a28"100mglse) Z1H2H F-4) ©5
HEPe 52 Rl & L7265 Ao EH 1 GFLX & LT
1[0 200 mg (FF7 28100 mg24$¢) 2 1 H 2 [ (5 -
&) o5 PG #FEIE Lze LVFX B LVFX & L
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Table 2.

Study parameters and schedule

Before Entry

End of
Treatment

From 2 to 4 Weeks
After Entry

Medical characteristics of patient
Clinical symptoms

WBC, CRP

Chest radiograph

Laboratory findings
Bacteriological test (with MIC)
Clinical efficacy

Final clinical efficacy

Adverse effects

Patient diary

(X XOX X X J

O000O0O0

@)

@: Implemented, O: Implemented wherever possible

Table 3. Standards for determining the final clinical efficacy

Clinical Efficacy

Good Poor Unevaluable
Eradicated Excellent Poor Unevaluable
Bacteriolosical Effi Decreased Good Poor Unevaluable
acteriological Bllicacy Persistent Poor Poor Unevaluable
Unevaluable Good Poor Unevaluable
T1M200mg (7 € v F§"100mg28E) #1H2 HWHOBEERE HEH#HEHEZEE), WL, Fh A
| (- %) o5 HRE$SZEHIE L7z, FEARED T TIT o 720
3. BIZE - FHMEEHEB LKA U b (3) IR HEETAM K 2

1) ®BigmHH

Bigt - SFEEE B X KA ~ M id Table 2 128 L2
BWCEM L7z F/z, EAERIIMARE, Bk, Bk,
WCEVEIR, R PR B A 5% L, BRI GOT, GPT,
ALP, y-GTP, BUN, S-Cr, Ifif# (fif#iZ&ni - £#%
fF50) 2 3#il L7zo UE R H 2 Bk O#i%
HERROEBY & L, $¥, EMiftiRC THRILZ
VIR B IR AEICEH AL, IV (BRIH 2 LRtk %
Wity LT 4C TRIFEL7ze TOHALLARE, =21t
AT T AMRREHA B L, Wk 58k E &
B JEH DWW T CLSI #:12# ¢ MIC & % il L
co B HENIEAE, Bk, WEEVEIR, Wedent, PIRIA
HEIZOWT, BIRHICRALZ. &b, MW, KRR,
I PR 3 L2 D TR B & e L 72 R I2 D W THREA
L., WHEMEIRICOWTIAMVBROMIRZ A L 72,

2)  EHiiE H

(1) ERRZDR

A AR L [P S EARE 12 B ) 2 BBl pUE
IR OBIRFH ] ORI RN e kEEZSZICL, f
W, ER), CHEARRED 3B CHIE Lz,

(2) TSR BB W S i

5L IR P 0 H) A2 XA W 2 W R A A e D Fx % A C T — 1Y
ATHT, BRERZ EDBEL TREMI T o720 i

MG 2 1L, 5 TR RRRA R B X Ok
SRR E IS, FR, A%, R, HEARED 4 Bk
THT-72 (Table 3),

I & =S

FEAT R B DIE BIRERL % Fig. 1125°3

ARRER TR SN/ GERNIE 74 51 (GFLX # : 37 61,
LVFX # : 3781) Td by, KRS 3513 61 41
(GFLX # ; 321, LVFX # ;29 f1), %15 2~4 HkR
Mrotgeid 52 41 (GFLX % ; 29 ), LVFX # : 23 %1), &l
Ve R IEMT RS 5213 74 61 (GFLX B : 37 6, LVFX #f ; 37
B),  Fi R e A i S R AT X R 1% 63 490 (GFLX # 5 30
B, LVEX # 5 33 B1), ##&aAlli k) & i AT 5 4 1% 61
(GFLX # ;32 %), LVFX % :29%1) TdH o7

W R R T FRAT X R0 SR S N7z 13 BIOPFRIZBLT
DEBYTH D, RIVEED 1 HI(GFLX #), #INKE
HEDFEH(=3707T) 2172 LTV 2 WEEFIAS 3 61 (LVFX
), BEIKAED CRP O (0.7 mg/dL DLk, 25 wid
Mgk EREZ B Z 5 b D) %7z LT \WIEFID 4 6
(GFLX B 1 #, LVFX B 361), BRAlIEdecis b3 54
B2 6] (GFLX #), vk (255 %9 2 B A% 1 61
(LVFX #), zhRHEEHH A AL L TV IEFI A1 Bl
(LVFX ), #&5-#TRICREE L Do Z2ERI A1 1
(GFLX #) T®» o7 (Tabled),
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Clinical Efficacy
(End of Treatment)

Clinical Efficacy
—— (From 2 to 4 Weeks
After Entry)

Side Effects

Total Number
of Patients
Gatifloxacin: 37
Levofloxacin: 37
Total 74

—— Laboratory Findings

Last Evaluation

Fig. 1.

AT

B RIS X5 61 BB HRNER % Table 5 12753 F

No. of Patients Included in
Statistical Analysis
Gatifloxacin: 32
Levofloxacin: 29

Total 61

No. of Patients Excluded

from Satistical Analysis
Gatifloxacin: 5
Levofloxacin: 8

Total 13

No. of Patients Included in
Satistical Analysis
Gatifloxacin: 29
Levofloxacin: 23

Total 52

No. of Patients Excluded

from Statistical Analysis
Gatifloxacin: 8
Levofloxacin: 14

Total 22

6)o
ANV SYES

No. of Patients Included in
Statistical Analysis
Gatifloxacin: 37
Levofloxacin: 37

Total 74

No. of Patients Excluded

from Statistical Analysis
Gatifloxacin: 0
Levofloxacin: 0

Total 0

No. of Patients Included in
Statistical Analysis
Gatifloxacin: 30
Levofloxacin: 33

Total 63

No. of Patients Excluded

from Statistical Analysis
Gatifloxacin: 7
Levofloxacin: 4

Total 11

No. of Patients Included in
Statistical Analysis
Gatifloxacin: 32
Levofloxacin: 29

Total 61

Case distribution.

No. of Patients Excluded

from Statistical Analysis
Gatifloxacin: 5
Levofloxacin: 8

Total 13

MiSE B DOBFIR DL, K TEEIIRIE, A
HENG RS o 720 BERE, BRI RN G & B
WENTREB DD o 72720, Z&KGEHOTFIHERIT
GFLX #£23730 7%, LVFX #3632/ T& V., GFLX
BEOEWDA Z I E D - 72 (P=0.005, t#E) (Table

Pe 5T BRI BT 2 W& SR AT X 52 61 B (GFLX
T 3240, LVFX # ; 29 ) oA %h= 1L GFLX % 90.6%
(29/32), LVFX #89.7% (26/29) TH Y, 1ZIFFA%ED
MR E o7 (P=0254, x*BE).$5 2~4 AL OBILE
ETTREZRBR 0 THEM L 720 Z O W RSB AT % 52 13 52
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Table 4. Reasons for exclusion from clinical efficacy (end of treatment)

Gatifloxacin Levofloxacin

Diseases not included in protocols 1
Body temperature violation in protocols 3
Unclear clinical symptoms of infection 1 3
Consent with exclusion criterion 2
Consent with discontinuance criterion 1
Judgment item deficit 1
No visit at the end of treatment 1

Total 5 8

Table 5. Chronic respiratory diseases of entry patients

Gatifloxacin

Levofloxacin

Chronic bronchitis

Pulmonary emphysema

Diffuse panbronchiolitis

Bronchiectasis

Bronchial asthma

Old pulmonary tuberculosis

Interstitial pneumonia

Lung cancer

Chronic bronchitis + Bronchiectasis

Chronic bronchitis + Bronchial asthma
Pulmonary emphysema + Bronchial asthma
Diffuse panbronchiolitis + Bronchiectasis
Bronchiectasis + Old pulmonary tuberculosis
Bronchial asthma + Allergic bronchitis

Bronchial asthma + Chronic thoracic emphysema
Chronic bronchitis + Bronchiectasis + Bronchial asthma

2

— ol s w3

—_— N W N

4

Pt et e e e DD QN = N

Total

32

29

Table 6. Age structure

Treatment
Group

Under
65 Years Old

More than
65 Years Old

Total

Average Age

p-value*

Gatifloxacin
Levofloxacin

6
11

26
18

32
29

73.0
63.2

0.005

*: Unpaired t-test

B (GFLX % ; 29 %, LVFX B ; 2361 TH Y, FryE
(& GFLX #£ 931% (27/29), LVFX # 91.3% (21/23) T
Y, BHHTREAZIZFBRORERE %> 72 (P=0.809,
x* M) (Table 7)o

3. R B A W A R R

JE R B oA % x GFLX B 406% (13/32), LVFX
B414% (12/29) THY, HEEZZIRD LN L o7z
(P=0969, yx*#E) (Table8). & 5-HEIC BT 2 N H
WO R E)F % Table 9 1278 3. GFLX # Tl Pseudo-
monas species {28V T 1 FIOBERFIAED H, LVFX
T S. pneumoniae |2 B\ T 1 BlOBRBIATRD Hh

720 ZRUMDERKIZOWTIITEE L HERTH o 72
(P=0953, x*#E)-

B & & o J5 K T B A ) 2 9% - % Table 10 12
R &K T O K FEITGFLX # 85.7%, LVFX i
8l8% TH Y, ML IHVHEENGFLNS (P=
0.792, x*MimE)o frfE L T W72 P. aeruginosa %5 1 5
(GFLX #), Pseudomonas species 7% 1 # (GFLX #), Es-
cherichia coli 75 1 1 (LVFX #) 72720 F7z, {HEITIX
W72 b TR TH F o 72 W P aeruginosa 75 1 Bl
(LVFX #) 725720



456 H A& AL & % 5% & M Gk NOV. 2007
Table 7. Clinical efficacy
End of Treatment
Treat t Effi
reatmen Effective Not Effective Total leacy p-value™®
Group Rate (%)
Gatifloxacin 29 3 32 90.6
. 0.254

Levofloxacin 26 3 29 89.7

From 2 to 4 Weeks After Entry

Treat t Effi

reatmen Effective Not Effective Total leacy p-value*
Group Rate (%)
Gatifloxacin 27 2 29 93.1
i 0.809

Levofloxacin 21 2 23 91.3

*: 2-test
Table 8. Cases in which the causative organisms were detected < , ‘/‘fn@ MIC %) 0.5 mg/mL «U\T '(1';]5 nr: *ﬁ—[;:ﬁlkjj %
Treatment C Detected Detection lue* ARLTT2,

ases -value )
Group Cases Rate (%) P 6. RIVEH
Gatifloxacin 32 13 40.6 BRI IR S M 2RIER % Table 14 12789,
Levofloxacin 2 12 L4 0.969 GFLX #CTHW 14, W5 16125580 6 7z7%, wih
Total 61 25 41.0 LIRFEETH 5 70

*: x*-test

4. IRHEET ) 2

I HEREA 2 13 3% 54 TR D BRIR RN R B & O A=
RIRI R %2 FICH E L7 (Table3)o GFLX B 3% 10
B, A%y 19 51, % 3 FITHRILL R 90.6% (29/32) 72 -
720 LVFX BEIEERD 5 61, b 21 6, My 3 BICTHEILL
113 89.7% (26/29) 7257z, WHETHRU LOEAEICH
BT o7205(P=0899, x*ME), FaHE GFLX
BN 5 BI% A > 72 (Table 11),

72, ERIRRD ST O R O R AHEEM 2 %, 65 kL 1
DFEHE & 65 IRAMOIEFIME ICTE L RO
Table 12 127736 65 Ll Lo E#E Y6, GFLX #1X
Ex) 8B, A% 15 B, Ry 3 BICTHRILL 11 885% (23/
26) ThH Y, LVFXHEIZER 3B, AX) 1461, HExh1
BITHER X 944% (17/18) 72 -7z, MAETHRILIE
OEEGITAEE TP o 7205 (P=0497, y*W5E), FHR
Bt GFLX BEAS 5 1% 5 - 72065 ik A D IE B e O
&, GFLX BRIZER) 2 61, AR 461, MR 0 I THRIL
F12100% (6/6) TdHh, LVFX BEIER 26, A7
B, &y 2B CHEL EIZ818% (9/11) 7Z-72 (P=
0.266, x*ME)o

5. JFAE D MIC

W L 2 72K KH O MIC % Table 13 12783, GFLX
& LVFX @ MIC % W9 % &, P. aeruginosa(1 k), Ser-
ratia marcescens (1 ¥%) DA O W RIZ DO W T, GFLX ik
LVFX EA%ED LR LD EHAHE I TH o 72, 1T S.
pneumoniae \Z2 T, GFLX 1& LVFX X ) Hil /1 2%&

7. FRRMAEIE

AR B I ERO S Nz IR A % % Table 15
2 7R ¥ GFLX# TGPT L & 251 %), LVFX ¥ T
GOT - GPT - ALP - y-GTP L& 1 BlRLD & L7z%, v
TNOHIEETH -7,

m. £ =

AERBERLHABEOELIC v, 1BYEIRR R RO
FEEBEITE L MINENICH 5, ZhooRBITEYE
RICAHHELZREI L, ZANPARRIECORERNIZER S
7 CERARRGE R A RS TWRENA D 5. MR T,
FEREDBHENKREL B I L THEENL, [EENE
B OEREBRE OWEIC L 5 & RERE T4 4 BINERC
HY, BIRPEHRE S A D L SR BT TEER 23R
DFE, FEWIIRATEREEF GV ERES AT
BV DX ) ICEHREOMKRIIKE R EMEE 2o
TWbHZ END, REIIEREELEZR LKL D
s TWwBY,

TR 2R B O F R CIIAMMEO TP EETH
o LL%AS, AMWMEIEES 56 ITIEREERY
B MR R GTAZEDEEEL 5T B, Bl
TE, R OB TIIREBRIICHEE S EIRE N TV 58
THPER OB 2 O BIEE ZET 5 &, BHEFMGBRICH
EOB PR HEZ EINT 5 EFHEEL 2> TL %,

Za2—%/0RPHETH 5 GFLX 12Nl 223k W %
LD ET LTI AN, 77 ABHE, BEMER,
SHI7T7IVTIR, A AT TARBIIBISLHR
PRARY P A EBOHREADZA LYY, #Milks L O
WCgE S BRIF 2 BATIE 2R 7717 & 7z, WP & GYE O
FEERFICODMNFRNZRET LI ENAH LAY T b
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Table 9. Clinical efficacy according to causative organism

. . . Not Efficacy
Causative bacteria Group Total Effective R
Effective Rate (%)
GFLX 0 —
Streptococcus pneumoniae
LVEX 1 1 0
GFLX 1 1 100
Staphylococcus aureus
LVFX 1 1 100
GFLX 6 6 100
Haemophilus influenzae
LVEX 5 5 100
GFLX 0 —
Moraxella catarrhalis
LVEX 1 1 100
GFLX 0 —
Pseudomonas aeruginosa
LVFX 2 2 100
GFLX 1 1 0
Pseudomonas species
LVEX 0 -
GFLX 2 2 100
Klebsiella oxytoca
LVFX 0 -
GFLX 1 1 100
Serratia marcescens
LVEX 0 —
GFLX 0 —
S. pneumoniae + H. influenzae
LVEX 1 1 100
GFLX 1 1
M. catarrhalis + P. aeruginosa
LVEX 0
GFLX 1 1 100
P. aeruginosa + Klebsiella pneumoniae
LVEX 0 —
GFLX 0 -
Alcaligenes xylosoxidans + Escherichia coli
LVFX 1 1 100
GFLX 13 12 1 92.3 "
Total p = 0953
LVEX 12 11 1 91.7
GFLX: Gatifloxacin, LVFX: Levofloxacin
*: y-test
V=% 0 RPHEICTH SN TS, BARPREGY: B3N J5k, BBETRS 207 F 702X 5

K0 2003 4FAFEFI O[S EAHE ST 2 714 K5
1Y BANFEBGIESRDOIERNE 2T 2BV,
PEVEIT IR 295 L D IR GBS R 3 2 R IPU A 3 0%
ROBPTLAES MY —F 0 » RPHEFIZE IR
ELTHERSINTEY, GFLX I ICEThTw
%%, ABVEIFIR 355 B O R x5 B B HE 1Y 7 R
i, PIRHED 7~14 H$S5-TH 5. EI CIREHIRIEG
WG L2sBRIC X b, GFLX » 5 H #4504 itk
PG SN TWEY% Lo L, KRR TIIZ DL s
TnwZbkhs, SRaVYTIIATVADRLE, IAMOD
WK, FIVER OB, WHER KL B & LT GFLX
D5 HEB S 2 MET Lzo dEL LTHLE=a—F/
O RPUR ST, GFLX & MERICESMC BT 5 H
.o HESHE S TWA'LVFX & w72,

GFLX # 100mg & A ¥ % #F 7 1 §&°13, 2002 4E 6
FCH AR A B X OOk A AR A S 55

IR S5 O REIEH 2585 S, 2003 4F 3 BICIZBA%
PRI SN, BREEREICEREERE RS
720 ZD%, IMAEERERBES OS5H 26, GFLX 2
X B IMAEEREOY A7 ERE LT, [HERWE], [,
[EHRAEACT | 25 X 72" 4RI IR R R 2 BT
A T, RO 400 mg/ H (200 mgx 2 b/ H)
B 5- LM ) BB REAC T o0 72 @B B 12 I R BE S
ERU, MEEREE ST AR D B L
WEND, 22T, 65 LOEREIILEE AR
W L7Z2ERBEG SRS TR Y, T TICEoRMME
LHE STV B2,

migEHl O AR, RRRNAEB X OBUEDIR SRS
IZBWTHESE X T 5 pharmacokinetic/pharmacodi-
namic (PK/PD) Hmlcko&#EL/2e =a—F /1
VRYIREIZ AUC/MIC TRl sSTB Y, 5 %%h%E
P CEDEMOBEL LT, 2L oHETIEZ T 4
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Table 10. Bacteriological efficacy

Bacteriological
Isolated Strains Group Total Eradicated | Decreased | Persistent | Unevaluable Efficacy Rate
GFLX 0 —
Streptococcus pneumoniae
LVFX 2 1 1 100
GFLX 1 1 100
Staphylococcus aureus
LVFX 1 1 100
GFLX 6 5 1 100
Haemophilus influenzae
LVFX 6 4 2 100
GFLX 1 1 100
Moraxella catarrhalis
LVFX 1 1 100
GFLX 1 1 100
Klebsiella pneumoniae
LVFX 0 —
GFLX 2 1 1 50
Pseudomonas aeruginosa
LVFX 2 1 1 50
GFLX 1 1 0
Pseudomonas species
LVFX 0 -
GFLX 2 2 100
Klebsiella oxytoca
LVFX 0 —
GFLX 0 —
Escherichia coli
LVFX 1 1 0
GFLX 0 —
Alcaligenes xylosoxidans
LVFX 1 1 100
GFLX 1 1 100
Serratia marcescens
LVFX 0 -
GFLX 15 12 2 1 85.7 w
Total p = 0.792
LVFX 14 9 1 1 3 81.8
GFLX: Gatifloxacin, LVFX: Levofloxacin
*. y-test
**: Bacteriological efficacy rate (%) = Eradicated/(Total-Unevaluable) X 100
Table 11. Final clinical efficacy
Treatment Effi
reatmen Excellent Good Poor Total leacy p-value*
Group rate (%)
Gatifloxacin 10 19 3 32 90.6
3 0.899
Levofloxacin 5 21 3 29 89.7
*: 2-test

R 14 TR 70> D W 253 K Ahe D F 2L R T C b A Bl 42k ©
F 30 L ERE ro ABEHRE A B LA 125 DL
EBPHETH L E Vb TV ,GFLX Ot 43R 125t
3 % AUC/MIC i%, 65% £ i ® M & T 744 (290/
0.39)%, 65 i Lh LR L 72Tl 97.2(37.9/0.39) %
THY, WINd 30 2 LRlo>TWBE I Eho+0REREE
MEFEEENL L EZ, SHOREHREZRE L.

SRS D LVFX 22T, o 2312 L%, it
AEHERENTWS 1 200 mg % 1 H 2 \HS- & Lz,

AHRER DA FREPNZ 74 1 (GFLX # 37 #, LVFX
376 THY, ERAEMT A GE 61 5] (GFLX
T 3260, LVEX B 5 29 650), RIAEH AT 4% 74 51
(GFLX & : 37 #, LVFX # ; 37 #81), BRMANE R %
Hrxt5eix 63 B (GFLX # 5 30 1, LVFX B ; 3361), #%
AT 2 AT 6 52 1% 61 51 (GFLX % ; 32 6], LVFX
B 2000) Thotzo T2, ERBBMN KL O PG4
#E GFLX DS A EICHE L, FH T30 R TH -7z,

P GA8 T R O S AERR 2 1, GFLX & : 35%h 10 61,
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Table 12. Final clinical efficacy of under 65 years old and more than 65 years old groups

More than 65 years old

Efficacy "
Treatment Group Excellent Good Poor Total p-value
rate (%)
Gatifloxacin 8 15 3 26 88.5
. 0.497
Levofloxacin 3 14 1 18 94.4
Under 65 years old
Efficacy *
Treatment Group Excellent Good Poor Total p-value
rate (%)
Gatifloxacin 2 4 0 6 100
i 0.266
Levofloxacin 2 7 2 11 81.8
*: 2-test
Table 13. MICs for clinical isolates of organisms
Causative Bacteria or MIC (ug/mL)
Organism GFLX LVFX CFPN AZM CAM PCG ABPC MPIPC
1 Streptococcus pneumoniae 0.25 0.5 0.5 > 64 > 64 1 — —
2 Streptococcus pneumoniae 0.5 1 0.25 > 64 > 64 = 0.06 — —
3 Staphylococcus aureus 0.12 0.25 1 > 64 > 64 — — 0.25
4 Staphylococcus aureus = 0.06 0.12 1 2 0.5 — — 0.5
5 Haemophilus influenzae = 0.06 = 0.06 = 0.06 2 8 — 0.25 —
6 Haemophilus influenzae = 0.06 = 0.06 2 2 8 — 64 —
7 Haemophilus influenzae = 0.06 = 0.06 = 0.06 2 8 — 0.25 —
8 Haemophilus influenzae = 0.06 = 0.06 2 2 8 — 2 —
9 Haemophilus influenzae = 0.06 = 0.06 = 0.06 2 8 — 0.25 —
10 Haemophilus influenzae = 0.06 = 0.06 1 2 8 — 0.5 —
11 Haemophilus influenzae = 0.06 = 0.06 2 1 8 — 32 —
12 Haemophilus influenzae = 0.06 = 0.06 = 0.06 4 32 — 0.25 —
13 Haemophilus influenzae = 0.06 = 0.06 0.5 1 4 — 0.5 —
14 Haemophilus influenzae = 0.06 = 0.06 = 0.06 1 8 — 0.25 —
15 Moraxella catarrhalis = 0.06 = 0.06 0.25 = 0.06 0.12 — — —
16  Escherichia coli 4 8 0.5 32 > 64 — — —
17  Klebsiella pneumoniae 2 2 2 16 64 — — —
18  Klebsiella oxytoca = 0.06 = 0.06 0.5 32 > 64 — — —
19 Pseudomonas aeruginosa 0.5 0.5 16 > 64 > 64 — — —
20 Pseudomonas aeruginosa 2 2 2 64 > 64 — — —
21 Pseudomonas aeruginosa 1 0.5 2 > 64 > 64 — — —
22 Pseudomonas aeruginosa = 0.06 = 0.06 8 16 16 — — —
23 Pseudomonas species 8 8 8 > 64 > 64 — — —
24  Serratia marcescens 0.5 0.25 2 32 > 64 - - —
25 Alcaligenes xylosoxidans 1 1 4 32 > 64 — — —

GFLX: gatifloxacin, LVFX: levofloxacin, CFPN: cefcapen, AZM: azithromycin, CAM: clarithromycin, PCG: benzylpenicillin, ABPC: ampicil-
lin, MPIPC: oxacillin

Table 14. Side effects Table 15. Abnormal laboratory findings
Treatment Group Treatment Group
Side Effect Parameter
Gatifloxacin Levofloxacin Gatifloxacin Levofloxacin
Stomachache 1 GPT t 1
Nausea 1 Gort-Gprt-ALPt - »-GIP? 1
Total 2 0 Total 1 1

B 19 B, s 3 BICAERIEIL 90.6% (29/32), LVFX bAnboT, MHEOAMFIIFREETH ), FERHFNIC
B ERSB, Hxh21 B, ERIHTHEFIL.T% FR% & GFLX #:D13 9 255 B 5o 720 GBI OETR
(26/29) TdH o770 FWERNL GFLX BEOEZICE W BEEPEEIC W T 2 GFLX 4 H B Y5 o 4 %) = 28
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Comparison of 5 day short-course therapies for secondary infection in patients
with chronic respiratory disease using gatifloxacin and levofloxacin
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[Objective] This study was conducted in patients of secondary infection with chronic respiratory disease
in order to compare 5 day short-course therapies employing gatifloxacin(GFLX) and levofloxacin(LVFX). In
addition to the shortening of treatment periods, we also investigated the economic efficiency of this medical
treatment.

[Materials and methods] A total of 74 patients with secondary infection in chronic respiratory disease
were enrolled and treated with the study drugs. The study was conducted between September, 2006 and
April, 2007 at Keio University Hospital and its affiliated hospitals and clinics. This was a randomized study
in which patients were randomly assigned to one of the following two treatment groups: GFLX group (200
mg twice daily for patients aged =65 years and 400 mg twice daily in patients aged <65 years), LVFX
group (400 mg twice daily). The duration of antibiotic therapy was 5 days.

[Results] 61 patients (GFLX group: 32, LVEFX group: 29) were evaluated for the efficacy of the medications,
74 patients (GFLX group: 37, LVFX group: 37) were evaluated for side effects, and 63 patients (GFLX group:
30, LVFX group: 33) were evaluated for abnormal laboratory results from a total of 74 patients. Clinical effi-
cacy was 90.6% (29/32) in the GFLX group and 89.7% (26/29) in the LVFX group. Side effects were observed
in 2 cases in the GFLX group, and 2 abnormal laboratory results were observed (1 in the GFLX group and 1
in the LVFX group). These cases were all mild in nature.

[Conclusion] Conventional management recommends 7—14 days of antibiotic therapy for secondary infec-
tion in patients with chronic respiratory disease. However, the optimum duration of treatment is less clear.
This study suggests that for secondary infection in chronic respiratory disease, 5 day short-course therapy
employing antibiotics therapy can be clinically successful. In terms of the economic efficiency of this medi-
cal treatment, GFLX is superior to LVFX due to the lower cost of this drug. These results show that therapy
involving a 5 day short-course using GFLX is of greater benefit than therapy involving the use of LVFX.



