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Chemical structure of sitafloxacin.

Fig. 1.
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Table 1. Number of patients per analysis

STFX LVFX
Patients randomized 129 131
Valid for analysis of safety 114 116
Valid for analysis of efficacy 107 101
Valid for bacteriological evaluation 51 46
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Table 2. Patient profiles
STFX LVFX
Item Test
(N = 107) (N = 101]
Diagnosis Pneumonia 55 50
Chronic bronchitis 13 12
Bronchiectasis 17 13
Bronchial asthma 5 7 Fisher
Pulmonary emphysema 9 8 p = 0954
Old pulmonary tuberculosis 6 9
Pulmonary fibrosis 2 2
Other 0 0
Severity of infection Mild 40 29 x?
Moderate 67 72 p = 0.184
Severity of disease Mild 34 19 x?
Moderate 73 82 p = 0.032
Gender Male 58 63 x?
Female 49 38 p = 0.232
Age (yr) 20-< 30 8 7
30-< 40 4 9
40—-< 50 10 5 ,
50-< 60 22 17 K
60-< 70 33 28 p = 0425
70— 30 35
Mean+SD 59.7 +14.77 60.3 +15.75
Hospitalization Inpatients 46 39 x?
Outpatients 61 62 p = 0.521
Severity of underlying and None 31 35 .
S . . Wilcoxon
complicating disease Mild 57 48
p = 0.528
Moderate 19 18
Previous antimicrobials None 76 72 )
Yes 27 27 “
p = 0.865
Unknown 4 2
Concomitant drugs No 15 18 x?
Yes 92 83 p = 0453
Pre-therapy clinical signs Body temperature (°C) < 37 26 16
and symptoms 37-< 38 44 45 Wilcoxon
38-< 39 28 32 p = 0.248
39 = 9 8
WBC (/mm?) < 8,000 36 40
8,000—< 12,000 45 37 Wilcoxon
12,000 —<< 20,000 26 23 p = 0.538
20,000 = 0 1
CRP (mg/dL) <2 27 18
2-<7 37 38 .
Wilcoxon
7-< 12 16 24 0460
12 < 2 21 L
Missing data 1 0

B, HEREE)IZB VT, AREAHEMH 15% Al TRk
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Table 3. Sensitivity distribution of causative organisms
Treatment MIC (ug/mL)
MIC Total
group = 0.025 0.05 0.1 0.2 0.39 0.78 1.56 3.13 = 6.25
STFX 20 11 2 2 3 1 39
(51.3) (795)  (846)  (89.7)  (974) (100)
STFX
LVEX 18 9 7 0 2 2 ag
(47.4) (71.1)  (89.5)  (895)  (94.7) (100)
STFX 11 6 3 2 6 7 2 2 39
(28.2) (43.6) (51.3) (56.4) (71.8) (89.7) (94.9) (100)
LVFX
LVEX 11 4 1 2 1 13 4 2 ag
(28.9) (39.5) (42.1) (47.4) (50.0) (84.2) (94.7) (100)
Table 4. Clinical efficacy at treatment end
Clinical efficacy Efficacy (%)~ ) 90% CI of difference
Group X * test .
Cure Failure Indeterminate (95% CI) in efficacy
STFX 92.5
99 8 0
(N = 107) (85.8, 96.7)
p = 0.904 - 5.6%, 6.5%
LVFX 92.1
93 8 0
(N = 101) (85.0, 96.5)

JEfficacy: Cure/No. of subjects X 100

W& ) REAEH 2R LR R, p=0210 & 72 ) K HAE
RO ONLholze 2T, HBREEMBEICIVE
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72, FEIFERE ORI, Streptococcus pneumoniae
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143% (1/7), LVFX #£429% (3/7) T, wFhilsw
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Table 5. Clinical efficacy classified by diagnosis type at treatment end
Clinical efficacy Efficacy® (%)
Diagnosis Test
Cure Failure Indeterminate (95% CI)
Pneumonia STFX 96.4
53 2 0
(N = 55) (87.5, 99.6) Fisher
LVFX 94.0 p = 0.667
47 3 0
(N = 50] (835, 98.7)
Chronic bronchitis STFX 84.6
11 2 0
(N =13] (54.6, 98.1) Fisher
LVFX 91.7 p = L1000
11 1 0
N =12) (61.5, 99.8)
Bronchiectasis STFX 82.4
14 3 0
N =17] (56.6, 96.2) Fisher
LVFX 92.3 p = 0613
12 1 0
(N = 13) (64.0, 99.8)
Bronchial asthma STFX
5 0 0 100
(N = 5)
LVFX
7 0 0 100
N=7)
Pulmonary emphysema STFX 8 1 0 88.9
(N=09) (51.8, 99.7) Fisher
LVFX 75.0 p = 0576
6 2 0
(N = 8) (34.9, 96.8)
Old pulmonary tuberculosis STFX 6 0 0 100
(N =6) (54.1, 100) Fisher
LVFX 88.9 p = L1000
8 1 0
(N = 9] (51.8, 99.7)
Pulmonary fibrosis STFX
2 0 0 100
Other (N=2]
LVFX
2 0 0 100
(N =2]

4)Cure or analysis of efficacy. The denominator contains an indeterminate number.
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BoOFRFIZ, STFX BT 925%(99/107), LVFX #T
921% (93/101) Td - 720 HEHF O 7% Ol il 90%CI
DOTRREIZ-56% TH Y, MAEMOEEEEEORY %
HEARICIORELTH, ZOTRMEIZ-61% THD,

WENRD -10% UL ETHBHZ 26, LVFXIZH$ 5



42 H A& AL & % 5% & M Gk APR. 2008
Table 6. Clinical efficacy by major causative organism at treatment end
Organism Cl.inical efficacy . Efficacy (%) Test
Cure Failure Indeterminate (95% CI)
Gram ( + ), Aerobic STFX 16 1 0 94.1 (713, 99.9)
N =17 S Fisher
LVFX = 1.000
19 1 0 95.0 (75.1, 99.9) P
(N = 20)
Staphylococcus aureus STFX
4 0 0 100 (39.8, 100) )
(N =4] Fisher
LVFX = 0.
1 1 0 50.0 (1.3, 98.7) p = 0333
N =2)
Streptococcus pneumoniae STFX
12 1 0 92.3 (64.0, 99.8) .
(N =13) Fisher
LVFX = 0.433
17 0 0 100 (80.5, 100) P
(N =17
Others STFX
0 0 0 —
(N = 0] _
LVFX
1 0 0 100
N=1)
Gram ( — ), Aerobic STFX
27 2 0 93.1 (77.2, 99.2) .
= (N = 29) Fisher
w)
2 LVFX = 1.000
g 22 1 0 95.7 (78.1, 99.9) P
% (N = 23)
3 Moraxella (Branhamella) STFX
2 _ - 4 0 0 100
£ catarrhalis (N = 4] -
&» LVFX
2 0 0 100
N =2)
Haemophilus influenzae STFX
15 0 0 100
(N = 15) _
LVFX
12 0 0 100
(N =12)
Pseudomonas aeruginosa STFX
5 2 0 71.4 (29.0, 96.3) .
(N =7) Fisher
LVFX = 0.462
6 0 0 100 (54.1, 100) P
(N =6)
Others STEX 3 0 0 100 (292, 100)
(N =3) - Fisher
LVFX = 1.000
2 1 0 66.7 (9.4, 99.2) P
(N = 3)
Subtotal STEX 43 3 0 93.5 (82.1, 98.6)
(N = 46) com Fisher
LVFX = 1.
4 2 0 95.3 (84.2, 99.4) p = 1000
(N = 43)
2 species STFX
5 0 0 100
(N = 5) _
LVFX
3 0 0 100
z (N =3)
2 = 3 species STFX
= 0 1 0 0 (0,975 .
SD (N=1] ( ) Fisher
°© LVFX = 1.000
= 1 0 0 100 (2.5, 100) P
E (N =1
= Subtotal STEX 5 1 0 83.3 (35.9, 99.6)
(N =6) : o Fisher
LVFX =1
4 0 0 100 (39.8, 100) p = 1000
(N = 4)
Etiological agent unknown STFX
51 4 0 92.7 (82.4, 98.0) .
(N = 55) Fisher
LVFX = 0.52
48 6 0 88.9 (77.4, 95.8) p = 0527
(N =54
Total STFX
99 8 0 92.5 (85.8, 96.7) ,
(N = 107) X
LVFX = 0.904
93 8 0 92.1 (85.0, 96.5) P
(N = 101)

@) Cure or analysis of efficacy. The denominator contains an indeterminate number.
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Table 7. Clinical efficacy on day 3

Clinical efficacy

Efficacy (%)~

Group Test

Cure Failure Indeterminate (95% CI)

STFX 60.9
56 36 0

(N = 92) (50.1, 70.9) x2

LVFX 57.5 p = 0.644
50 37 0

(N = 87) (464, 68.0)

4)Cure or analysis of efficacy. The denominator contains an indeterminate number.

Table 8. Clinical efficacy at treatment end
Previous antimicrobial Clinical efficacy Efficacy (%)~
Group Test
agents Cure Failure Indeterminate (95% CI)
Fluoroquinolone STFX
1 0 0 100
N=1]
LVFX
0 0 0 —
(N=0)
Cephem STFX 100
5 0 0
(N =5) (47.8, 100) Fisher
LVFX 50.0 p = 0286
1 1 0
(N =2) (1.3, 98.7)
Macrolide STFX 100
7 0 0
(N=7) (59.0, 100) Fisher
LVFX 91.7 p = 1.000
11 1 0
(N = 12) (615, 99.8)
= 2 antimicrobial agents STFX
2 0 0 100
(N=2]
LVFX
1 0 0 100
(N=1)
Total STFX 100
15 0 0
(N = 15) (782, 100) Fisher
LVFX 86.7 p = 0483
13 2 0
(N = 15) (59.5, 98.3)

Cure or analysis of efficacy. The denominator contains an indeterminate number.

STFX DERARDOIELVEAIMGE S Wiz, Tz, KR
PEFAMZ BT MIFE R O A R HRISHE R 21 2 B4
ROONLholzd D0, HANLFHFEERE To
STFX #OA R 100% (15/15) &ALz, 2, fib
HH RN BHTOSTFX OFHUEPHIFRFTE D EE 2
5o

i H IR 2 T S O 22 KW T & % S. pneumo-
nige DWHER ORI, HEAFMICAREREZTRD S
N2 dr > 7273, STEX BEOH KA 100% (16/16) T -
7ol L, LVFX HTIE 85.7% (18/21) & R flfii %
ML

S. pneumoniae &, -7 7 ¥ LRB LR/ 74 FR
PUR SRR LI PEAEATHEA TV %7, & HITIAE, WAb T
R TIED S D DD S. pneumoniae D F 7 1 itk
LHEATLODOH 57 2004 4D HAENTO S. pneu-
monige D F 7 1 L IFPEALEIZ 2% LT EHE SN TS

0, BURTOHARENO X/ v Vit S. pneumoniae 53-H
KKV, L L, ¥/ 00 RBEHEOHREZLELET
%60 U Eo@Em#ETcoF ) a Vgt bFREE LY, 4
B OINAEEN Ze W OB B & CEFEL L R3S
BT O I 2R B GRE G O #E B L2 fE I S h Tw
%o

—MIZF v Y RPHETIE PK/PD /8T A =5 D)
H AUC/MIC 25 # R & o MBS R b EmwE Sh
TWw2'", Craig b OIGFITL 5 &, Bl JERE BGE 5t
Lt BRSEZ RT3 0 v RbiE#Eo AUC/MIC
i, 25 LEDSWECTH B, STFX O HARERNTOE 1T
FHFBRIC B TIPSR GE B 2B 2 YR <5
A — 5 BN L7k, STFX @ 50 mg x 2/ HREI# S
T® AUCpom Mean=SD) B & O Cpx (Mean+SD) i3,
938+424 ug-h/mL B X 17057+021 ug/mL T -
720 2005 475> & 2006 4125 S L7z STFX @ £ TI1 AH
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Table 9. Bacteriological response

Bacteriological response

Eradication (%)~

Group Microbial Indeter- (95% CI) Test
Eradication Decrease substitution Persistence minate
STFX 78.4
40 4 3 4 0
(N = 51] (64.7, 88.7) %2
LVFX 80.4 p = 0.808
37 2 1 6 0
(N = 46) (66.1, 90.6)
¥Eradication or analysis of efficacy. The denominator contains an indeterminate number.
Table 10. Bacteriological response by causative organism
. L . . Eradication (%)
Organism Group Eradication Persistence Indeterminate Total Test
(95%CI1)
Gram ( + ), Aerobic STFX 19 1 0 20 95.0 (75.1, 99.9) Fisher
LVFX 21 3 0 24 87.5 (67.6, 97.3) p = 0614
Staphylococcus aureus STFX 3 1 0 4 75.0 (19.4, 99.4) Fisher
LVFX 2 0 0 2 100 (15.8, 100) p = 1000
Streptococcus pneumoniae STFX 16 0 0 16 100 (79.4, 100) Fisher
LVFX 18 3 0 21 85.7 (63.7, 97.0) p = 0243
Others STFX 0 0 0 0 —
LVFX 1 0 0 1 100
Gram ( — ), Aerobic STFX 27 7 0 34 79.4 (62.1, 91.3) x2
LVFX 22 5 0 27 81.5 (61.9, 93.7) p = 0.840
Moraxella STFX 1] 0 100
(Branhamella)catarrhalis LVFX 0 0 100
Haemophilus influenzae STFX 17 0 0 17 100
LVFX 14 0 0 14 100
Pseudomonas aeruginosa STFX 1 6 0 7 14.3 (0.4, 57.9) Fisher
LVFX 3 4 0 7 42.9 (9.9, 81.6) p = 0.559
Others STFX 5 1 0 6 83.3 (35.9, 99.6) Fisher
LVEX 1 1 0 2 50.0 (1.3, 98.7) p = 0.464

*FEradication/ bacteriological evaluation. The denominator contains an indeterminate number.

HR R AR C ol S 7z 64 7z 5 UNIZ 2004 4512 H A
T HES 7z 1,010 #£7 D S. pneumoniae \2 %44 % STFX
D MICy 3=0.06 ug/mL THo72Z & L0, FFREEGEG:
HEBFIT BT 5 AUCean/MICy 13 156 DL L & Sl S 1
%o —75, STFX ® MIC #5025 ug/mL L F ok ThHh
(&, S. pneumoniae (2§ % AR FE#E (AUC/MIC=25) %
FEWT B0 LiL S. pneumoniae 53 #ERR (FF 1,074 #%) 12X
$ % STFX ® MIC i3, $XT025ug/mLUTFTH-
720 S HIZSTFX @5 NIRRT OB S 7z S
pneumoniae I %F 3 % STFX ® 90% mutant prevention
concentration (MPCy) (%, 025 ug/mL THo7zZ & &
Y, STFX 13 S. pneumoniae 235K & 7 % WP 2 FEGLiE 12
T REBHERR ARSI TR L, BHBYToOF /0
Vit S. pneumoniae D WBL 2 PIHI$ 5 Z & bHEH I
5o

AW AERTIL, KW & LT S. pneumoniae \ZA X1

FRATT i RS2 13 208 Bilrk 37 B (17.8%) H2 5 LS h
F, AREKRER OB 25 LVFX &l L7z STFX
DEREZWLPICTEIERTE LR o, LALE
A5, Hko PK/PD OELE DS STFX oA HYEIZRE
SN, F§ICAHE, F 0 Vit S. pneumoniae DIEIMATT
WS N2 E#E TOMNFRERGEIEDBFEICB VT,
STEX B iaHE L 25 Z EPHFTE 5,
ZaEMIZO T, BIEH OB ZEIE STFX # 298%
(34/114), LVFX # 259% (30/116) T#&» by, STFX
HTHWHEINCIH - 7275, MErENRAEETRDOOLN
Loz T2, WTNOEGHIZE VTS R
REBIUCEEEEORHALIE L, STFEXHB LD
LVFX #C, BiRRA MR, 22N 175% (20/114)
BLU164% (19/116), HEkidEL, £h £ 88% (10/
114) B X 1°103% (12/116) TH o 720 $I12 STFX #
(79% : 9/114) TIX FHRIOFIHDS, LVFX B (4.3% :
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Table 11.

Adverse events by system organ class and preferred term

STFX (N = 114)

LVFX [N = 116)

System Organ Class and Preferred Term* Adverse Adverse drug Adverse Adverse drug
event? reaction” event?® reaction”
Any event 58 (50.9%) 34 (29.8%) 44 (37.9%) 30 (25.9%)
Infections and infestations 3 (2.6%) 0 1 (0.9%) 0
Herpes simplex 1 (0.9%) 0 1 (0.9%) 0
Pneumonia 1 (0.9%) 0 0 0
Tinea infection 1 (0.9%) 0 0 0
Metabolism and nutrition disorders 1 (0.9%) 1 (0.9%) 1 (0.9%) 1 (0.9%)
Anorexia 0 0 1 (0.9%) 1 (0.9%)
Decreased appetite 1 (0.9%) 1 (0.9%) 0 0
Psychiatric disorders 1 (0.9%) 1 (0.9%) 3 (2.6%) 3 (2.6%)
Insomnia 1 (0.9%) 1 (0.9%) 3 (2.6%) 3 (2.6%)
Nervous system disorders 14 (12.3%) 3 (2.6%) 6 (5.2%) 2 (1.7%)
Disturbance in attention 1 (0.9%) 1 (0.9%) 0 0
Dizziness 2 (1.8%) 0 1 (0.9%) 0
Dizziness postural 1 (0.9%) 0 0 0
Dysgeusia 0 0 1 (0.9%) 1 (0.9%)
Headache 11 (9.6%) 2 (1.8%) 3 (2.6%) 1 (0.9%)
Hypoaesthesia 0 0 1 (0.9%) 0
Cardiac disorders 1 (0.9%) 0 0 0
Palpitations 1 (0.9%) 0 0 0
Respiratory, thoracic, and mediastinal disorders 3 (2.6%) 0 2 (1.7%) 0
Asthma 1 (0.9%) 0 0 0
Epistaxis 1 (0.9%) 0 1 (0.9%) 0
Interstitial lung disease 0 0 1 (0.9%) 0
Pneumothorax 1 (0.9%) 0 0 0
Gastrointestinal disorders 16 (14.0%) 10 (8.8%) 18 (15.5%) 12 (10.3%)
Abdominal discomfort 0 0 1 (0.9%) 1 (0.9%)
Abdominal distension 0 0 1 (0.9%) 1 (0.9%)
Abdominal pain 0 0 1 (0.9%) 1 (0.9%)
Abdominal pain, lower 1 (0.9%) 0 1 (0.9%) 1 (0.9%)
Abdominal pain, upper 0 0 1 (0.9%) 1 (0.9%)
Cheilitis 0 0 1(0.9%) 1 (0.9%)
Constipation 1 (0.9%) 0 4 (3.4%) 2 (1.7%)
Diarrhoea 12 (10.5%) 9 (7.9%) 7 (6.0%) 5 (4.3%)
Gingival pain 0 0 1 (0.9%) 0
Lip dry 0 0 1(0.9%) 0
Nausea 3 (2.6%) 3 (2.6%) 3 (2.6%) 1 (0.9%)
Salivary hypersecretion 0 0 1 (0.9%) 0
Stomach discomfort 2 (1.8%) 0 1 (0.9%) 1 (0.9%)
Vomiting 0 0 2 (1.7%) 0
Skin and subcutaneous tissue disorders 7 (6.1%) 1 (0.9%) 2 (1.7%) 1 (0.9%)
Eczema asteatotic 0 0 1 (0.9%) 0
Erythema 2 (1.8%) 0 0 0
Hyperhidrosis 3 (2.6%) 0 0 0
Palmar erythema 0 0 1 (0.9%) 1 (0.9%)
Photosensitivity reaction 0 0 1 (0.9%) 1 (0.9%)
Pruritus 2 (1.8%) 0 0 0
Rash 1 (0.9%) 1 (0.9%) 0 0
Seborrhoeic dermatitis 0 0 1 (0.9%) 0
Musculoskeletal and connective tissue disorders 1 (0.9%) 0 1 (0.9%) 0
Back pain 1 (0.9%) 0 0 0
Flank pain 0 0 1 (0.9%) 0
Reproductive system 0 0 1 (0.9%) 0
Balanitis 0 0 1 (0.9%) 0

(Continued)



46 H A& AL & %% & M

& APR. 2008

=

Table 11.

(Continued)

STFX (N = 114) LVFX (N = 116)

System Organ Class and Preferred Term* Adverse Adverse drug Adverse Adverse drug
event¥ reaction® event¥ reaction®
General disorders and administration site conditions 2 (1.8%) 1 (0.9%) 3 (2.6%) 1 (0.9%)
Chest pain 0 0 1 (0.9%) 0
Feeling abnormal 0 0 1 (0.9%) 0
Injection site, haemorrhage 1 (0.9%) 0 0 0
Malaise 1 (0.9%) 1 (0.9%) 0 0
Thirst 0 0 1 (0.9%) 1 (0.9%)
Investigations 27 (23.7%) 20 (17.5%) 22 (19.0%) 19 (16.4%)
Alanine aminotransferase increased 9 (7.9%) 8 (7.0%) 8 (6.9%) 8 (6.9%)
Aspartate aminotransferase increased 9 (7.9%) 6 (5.3%) 8 (6.9%) 8 (6.9%)
Bilirubin conjugated increased 0 0 2 (1.7%) 1 (0.9%)
Blood bilirubin increased 0 0 2 (1.7%) 1 (0.9%)
Blood creatine phosphokinase increased 2 (1.8%) 0 1 (0.9%) 1 (0.9%)
Blood glucose increased 1 (0.9%) 0 0 0
Blood lactate dehydrogenase increased 0 0 1 (0.9%) 1 (0.9%)
Blood potassium increased 2 (1.8%) 2 (1.8%) 0 0
Blood pressure increased 0 0 1 (0.9%) 0
Blood triglycerides increased 6 (5.3%) 2 (1.8%) 3 (2.6%) 1 (0.9%)
Blood urea increased 0 0 1 (0.9%) 1 (0.9%)
Eosinophil count increased 5 (4.4%) 5 (4.4%) 2 (1.7%) 2 (1.7%)
Gamma-glutamyltransferase increased 1 (0.9%) 1 (0.9%) 5 (4.3%) 4 (3.4%)
Leucine aminopeptidase increased 1 (0.9%) 1 (0.9%) 2 (1.7%) 1 (0.9%)
Neutrophil count decreased 1 (0.9%) 1 (0.9%) 0 0
Platelet count decreased 1 (0.9%) 1 (0.9%) 0 0
Platelet count increased 1 (0.9%) 1 (0.9%) 0 0
Protein urine present 0 0 1 (0.9%) 1 (0.9%)
Blood alkaline phosphatase increased 1 (0.9%) 1 (0.9%) 3 (2.6%) 2 (1.7%)
Occult blood positive 0 0 1 (0.9%) 0

* System Organ Class and Preferred Term; MedDRA/J ver.9.0

#)Causal relation (Related, Probably related, Possibly related, Probably not related, Not related)

b Causal relation (Related, Probably related, Possibly related)
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Double-blind comparative study of sitafloxacin versus levofloxacin
in patients with respiratory tract infection

Hiroyuki Kobayashi’, Akira Watanabe”, Koichiro Nakata®,
Koichi Wada”, Yoshihito Niki” and Shigeru Kohno”

Y Kyorin University School of Medicine, 6-20-2 Shinkawa, Mitaka, Tokyo, Japan

? Research Division for Department of Anti Infective Agents, Institute of Development, Aging, and Cancer, Tohoku
University

¥ Nakata Clinic of Internal Medicine

Y Department of Internal Medicine, Toyano Chuo Hospital

¥ Department of Clinical Infectious Diseases, School of Medicine, Showa University

9 Division of Molecular and Clinical Microbiology, Department of Microbiology and Immunology, Nagasaki University

Graduate School of Biomedical Sciences

The clinical efficacy and safety of sitafloxacin(STFX), a fluoroquinolone compound, and levofloxacin
(LVFX) were objectively compared in the treatment of patients with pneumonia, secondary infection, or
acute exacerbation of chronic respiratory tract disease in a double-blind, randomized, group-comparative
study. Patients were treated for 7 days with either STFX 50 mg orally twice daily (STFX group) or LVFX
100 mg three times daily (LVFX group).

The clinical efficacy rate at the end of treatment in 208 evaluable patients was 92.5% (99/107) in the STFX
group and 92.1% (93/101) in the LVFX group. STFX was found to be not inferior to LVFX. The clinical effi-
cacy rate was 96.4% (53/55) in the STFX group and 94.0% (47/50) in the LVFX group for pneumonia and
88.5% (46/52) in the STFX group and 90.2% (46,/51) in the LVFX group for secondary infection or acute ex-
acerbation of chronic respiratory tract disease. Eradication in 97 patients evaluable for bacteriological re-
sponse was 784% (40/51) in the STFX group and 80.4% (37/46) in the LVFX group. Based on bacterium dis-
appearance by causative bacterium, 95.0% (19/20) of Gram-positive bacteria was eradicated in the STFX
group and 87.5% (21/24) in the LVFX group. For Gram-negative bacteria, 794% (27/34) was eradicated in
the STFX group and 81.5% (22/27) in the LVFX group. The incidence of adverse drug reaction was 29.8%
(34/114) in the STFX group and 25.9% (30/116) in the LVFX group.

These results suggest that a 50 mg oral dose of STFX twice daily for 7 days is clinically useful in the treat-
ment of respiratory tract infection.



