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Table 1. Patients evaluated in analysis

STFX TFLX
Subjects randomized 126 121
Valid for analysis of safety 126 121
Valid for analysis of efficacy 119 106
Valid for analysis of bacteriological
. 42 51
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D 3HANERE T, FREROLFHIRIEH T 5 TFLX
» MIC i, 005, 005, 0.39pg/mL Tdho7z
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Table 2. Patient profiles
Parameters STEX (N = 119) TFLX (N = 106) Statistical test
Diagnosis Pneumonia 119 (100) 106 (100)
Bacterial 102 (85.7) 93 (87.7)
Mycoplasma 10 (8.4) 5(4.7)
Chlamydial 4(3.4) 3(28) , F:isg;r%
Legionella 1(0.8) 2 (1.9)
Bacterial + Mycoplasma 1(0.8) 2 (1.9)
Bacterial + Chlamydial 1(0.8) 1(0.9)
Severity of infection Mild 43 (36.1) 37 (34.9)
Moderate 76 (63.9) 69 (65.1) . =)(02.848
Severe 0 0
Severity of disease Light 39 (32.8) 30 (28.3)
Moderate 80 (67.2) 76 (71.7) . =X02.468
Severe 0 0
Gender Male 76 (63.9) 64 (60.4) 22
Female 43 (36.1) 42 (39.6) p = 0590
Age (yr) n 119 106
Mean = SD 51.7+17.1 52.0+16.7 t
median 55.0 55.5 p = 0897
min, max 20,79 20,79
BMI n 119 106
Mean £+ SD 21.674 £3.157 21.701 £3.919 t
median 21.360 21.530 p = 0.954
min, max 16.44, 29.82 11.94, 36.31
Weight (kg) Mean % SD 57.878 + 11.257 57.170 + 11.347 :vicg’;o;
Underlying disease/Compli- No 43 (36.1) 39 (36.8) 212
cation Yes 76 (63.9) 67 (63.2) p = 0918
Mild 58 (48.7) 46 (43.4)
Moderate 18 (15.1) 21 (19.8) . =X02‘305
Severe 0 0
Chest X-ray findings (point) 0 0 0
1 5 (4.2) 4 (3.8)
2 14 (11.8) 21 (19.8)
3 45 (37.8) 31 (29.2)
4 31 (26.1) 25 (23.6)
5 15 (12.6) 14 (13.2) Wilcoxon
p = 0.877
6 6 (5.0) 7 (6.6)
7 3 (2.5) 3(2.8)
8 0 1(0.9)
9 0 0
10 0 0
Hospitalization Inpatient 39 (32.8) 35 (33.0) x?
Outpatient 80 (67.2) 71 (67.0) p = 0.969
Concomitant drugs No 21 (17.6) 20 (18.9) X2
Yes 98 (82.4) 86 (81.1) p = 0813
Concomitant therapy No 100 (84.0) 83 (78.3) 212
Yes 19 (16.0) 23 (21.7) p = 0271
Long-term low-dose No 119 (100) 104 (98.1) Fisher
treatment with macrolides Yes 0 2 (1.9) p = 0221
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Table 3. Clinical efficacy at end of treatment
Diffi in clinical
Treatment X . Clinical efficacy(%)~ Hierence In © 1?1ca
Effective Ineffective (95% CI)° efficacy(%)°
rou c
group ’ (95% CI)?
STFX [N = 119] 111 8 93.3 (88.8, 97.8)
3.7 ( —3.7, 11.0)
TFLX (N = 106) 95 11 89.6 (83.8, 95.4)
@ Clinical efficacy: effective/No. of subjects X 100
b Difference in clinical efficacy: Clinical efficacy of STFX group - Clinical efficacy of TFLX group
¢)CI: Confidence interval
Table 4. Clinical efficacy on day 3
Diffi in clinical
Treatment . . Clinical efﬁcacy(%)“) Herence n ¢ 1bmca
Effective Ineffective ) efficacy(%)’
group (95% CI)° )
(95% CI)*
STFX (N = 119) 64 55 53.8 (44.8, 62.7)
8.5 ( —4.5, 21.5)
TFLX (N = 106) 48 58 45.3 (35.8, 54.8)
#Clinical efficacy: effective/No. of subjects X 100
b Difference in clinical efficacy: Clinical efficacy of STFX group - Clinical efficacy of TFLX group
¢)CI: Confidence interval
Table 5. Clinical efficacy 7 days after end of treatment
Diffi in clinical
Treatment . . Clinical efﬁcacy(%)“) tHierence in ¢ Il?lca
Effective Ineffective ) efficacy(%)>
group (95% CI)° )
(95% CI)°
STFX (N = 117) 103 14 88.0 (82.2, 93.9)
8.4 ( —1.3,18.2)
TFLX (N = 103) 82 21 79.6 (71.8, 87.4)
@ Clinical efficacy: effective/No. of subjects X 100
Y Difference in clinical efficacy: Clinical efficacy of STFX group-Clinical efficacy of TFLX group
¢)CI: Confidence interval
Table 6. Bacteriological response
Eradication or Decrease or 9 Difference in
Treatment . . . Success(%)* )
Presumptive Partially Replacement Persistence (95% CI)° success(%)®
r c
group eradication eradication ’ (95% CI)?
STFX (N = 42) 42 0 0 0 100 (100, 100)
11.8 (2.9, 20.6)
TFLX (N = 51) 45 2 1 3 88.2 (79.4, 97.1)

#Success: Eradication or presumptive eradication/No. of subjects X 100
P Difference in success: Success of STFX group-Success of TFLX group

9CI: Confidence interval

STFX - CHriE & 7= PSSP 1% 10 #, PISP i 3 ¥R T
HY, TRTHEI L% B, PRSP IO L NG b o 7z,
TFLX #Cix, PSSP i 12 #%, PISP iX5#k, PRSP %4
B 5, PRSP 4 BRid&MRiH L L7z, 72, clarithro-
mycin (CAM) ® MIC 2864 ug/mL # Bz A~27 1 F4
N B S. pneumoniae 11, STFX #£Tld ermB 2 ¥
LHRIE SR, ermB B X W mefA OWi )i & A3 5 HRid 2
WTH o 72 TFLX # Tl ermB % H $ 1L 5 ¥, ermB
BIOmefAOWM G2 AT AHKIE LK THo72, ThbH

D=7 uI4 FEEHERIIMHEZ DVINLBHEL
720

STFX & T4 #E & 1L 7z H. influenzae T ¥, ABPC ®
MIC 252 ug/mL D ETH o 72 RIE SMMEEE L T2 0T
b B-lactamase FEAEKRTH D, TDH B 7D fis]
12 %8 B % 38 % 72 B-lactamase negative ampicillin-resi-
stant H. influenzae (gLow-BLNAR ¥ 7z 1% gBLNAR) T
Holze TNHIFVITNBIHL Lz, TFLX BETHHES
M7z H. influenzae Tlx, ABPC ® MIC %2 ug/mL L I
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Table 7. Bacteriological eradication in causative organisms corresponding to MICs for STFX

STFX MIC (ug/mL)
Eradicat-
Causative bacteria Treatment Not Total |, 2)
=0.025 | 0.05 | 0.1 | 0.2 {0.39|0.78 |1.56|3.13|6.25|12.5| 25 | 50 | 100 | 100<< ion (%)
group measured
Gram-  |Staphylococcus| STFX 2/2 1/1 1/1 4/4 100
positive |aureus TFLX 1/1 1/1 2/2 | 100
Streptococcus | STFX 2/2 9/9 | 1/1 2/2  |14/14| 100
pneumoniae TFLX 2/2 16/18 0/1 2/2 20/23| 87.0
STFX 4/4 10/10| 1/1 3/3 18/18| 100
Subtotal
TFLX 3/3 16/18 0/11]1/1 2/2 22/25| 88.0
Gram- |Moraxella STFX 2/2 2/92 100
negative |(Branhamella)
catarrhalis TFLX 3/3 3/3 100
Kilebsiella STFX 2/2 2/2 | 100
pneumoniae TFLX —
Enterobacter STFX 1/1 1/1 100
aerogenes TFLX —
Haemophilus STFX 13/13 4/4  |17/17| 100
influenzae TFLX 17/17 1/1 18/18| 100
Haemophilus STFX 1/1 1/1 | 100
parainfluenzae | TFLX 2/2 2/2 100
Haemophilus STFX -
haemolyticus TFLX 1/1 1/1 100
Pseudomonas STFX —
aeruginosa TFLX 0/1 0/1 0.0
Pseudomonas STFX —
putida TFLX 1/1 1/1 | 100
STFX 19/19 4/4 23/23| 100
Subtotal
TFLX 23/24 1/1 1/1 25/26| 96.2
Total STFX 23/23 |10/10| 1/1 7/7 41/41 100
TFLX 26/27 |16/18 1/1(0/1|1/1 3/3 47/51| 92.2
Eradication(%) STFX 100 100 {100 | — | — | —|— | —|—|—|—|—| — — 100 100
TFLX 96.3 889 | — 100 00 (100 | — | — | — |—|—|— | — — 100 92.2
¥Eradication: Eradication /No. of organisms X 100
Table 8. Bacteriological eradication in causative organisms corresponding to MICs for STFX
STFX MIC (ug/mL)
Eradication
. . Treatment Not Total 2
Causative organism =< 0.008 |0.015]| 0.03 [ 0.06 | 012|025 | 05| 1 | 2 | 4 | 8 |8< (%)
group measured
Mycoplasma STFX 4/4 | 1/1 | 121 6/6 100
pneumoniae TFLX 4/5 4/5 80.0
Chlamydia STFX 1/1 1/1 100
pneumoniae TFLX —
STFX 4/4 | 2/2 | 1/1 7/7 100
Total
TFLX 4/5 4/5 80.0
STFX — 100 | 100 | 100 | — — |||~ — - 100
Eradication(%)~
TFLX — — 1800 — - — |||~ — — 80.0

*Eradication: Eradication /No. of organisms X 100
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Table 9. Safety overview

Adverse events STFX [N = 126) TFLX (N = 121)
Adverse 76 (60.3%) 73 (60.3%)
Drug-related 61 (48.4%) 49 (40.5%)
Serious 1 (0.8%) 1 (0.8%)
Discontinuation

) 5 (4.0%) 5 (4.1%)
required

ThHholtHBIUKTH 720 209 b2KIEB-
lactamase FEAMR T O, 9 PkiL B-lactamase Ik £ T
ftsI W2 %5 & % 7% @ 72 BLNAR (gLow-BLNAR % 7z 1%
gBLNAR) Tholzo ThHIZWTRBIWEL .

4. REVEOFH

LA VESRNT R AR I 247 BIC B 5 A EHROFBIR
Jl% Table 9 IR L7z, HEFLIEBIFIL, STFX#T
60.3% (76/126), TFLX T 60.3% (73/121) T - 720
BV ZE %13, STFX # T 484% (61/126), TFLX
T 405% (49/121) TH o7z,

W O EUNE R A FEFH LI BURDIL %2 Table 10 1278
L7z ERfEHRG GEMES% UL, EEAFE 20
L, T (STFX # 238% (30/126), TFLX #
10.7%(13/121)), ALT ¥ i (STFX # 18.3% (23/126),
TFLX # 165% (20/121)), AST ¥4 (STFX # 10.3%
(13/126), TFLX # 5.8% (7/121)), GFHEBkEHE N (STFX
#103% (13/126), TFLX #58% (7/121)), y-GTP
B4 hn (STFX # 6.3% (8/126), TFLX # 5.0% (6/121))
THo7zo

FREIWEH (GEHE 5% LLE, JEARGE) & Z2o5Blx
1, T (STFX #f 21.4% (27/126), TFLX #: 6.6% (8/
121)), ALT #4m (STFX # 183% [(23/126), TFLX
B 149% (18/121)), AST %4/ (STFX % 103% (13/
126), TFLX #£58% (7/121)), #FmEREkEm (STFX
B 87% [(11/126), TFLX # 41% (5/121)), y-GTP
B4 hn (STFX # 6.3% (8/126), TFLX # 5.0% (6/121))
THo7zo

KRB THEIIRD SN Ao T BELAEERN
STFX # o 16 (MEMEMER) BXOTFLXH o1
Bl (MUBE 3 & ORMYERIE) 1SR bz, Thlek L
DR EBELRE STFX #D 1 Hlix[BH# 72 L], TFLX # o
1B TIEEACHEERL] LHEs T,

HELHERERERE, BBEORS 2RI LAE
H4 0, STEXBETS5HZ 131, TFLXBET5HII129
HRDHNTe WTNOLFERE S FEREEITEE$ /21
HEERECTH 0, BSES G- R ISR F 2213 R L7,
Bkl w o 72350%, STFX BT, ALT ¥k
X O AST ¥hmhszhzn 34, y-GTP 8% 2 7, B
i, BB, I RFERYE ALP BT hZEhl
o bz, TFLX BETIE, J8B252 1, AERRIE,

FEEO T, SR, LU, WE:, AR,
ALT HmAaszhzh 1 ik iz,
m % =

i IR 2 TG O R 2 KW T dH % S. pneumo-
nige B & O H. influenzae \[2B VT, B-F 7 ¥ 2 R_BILV
~ a7 A FRIUREEISN S P2 ER L T2,
E[NT® PISP & PRSP O/ BEMIEEIZ, 2002 4E DT
FNEN440% & 7.0%", 2004 SEOHFETIX, FhZEh
34.8% & 238%" TdH o727 T T4 FRILHIEIZH L
T 2004 4 @ S. pneumoniae DT PEALF1ZH) 80% & it
HINTWB, £72, H. influenzae TP BLNAR D4 HE#H
FElE, 2002 4F121% 25.8%, 2004 4E121E 51.6% L5 &
TwaaY,

=7, Sa—F 0 YRR, P ERAYE O RN
WIS LTHWHENDEZET L2200, SESE40
HIIR S EAE DIEHICHIR L T& 720 LA L, 4 S
pneumoniae | & Z T HI 44126 LT /0 VSRPUH H
BHHEN TSN TIE, BRHLTEHLDDDS.
pneumoniae D /7 10 Y iPEALIZEIT L 2DH 57, 2004
FIZHARENTHBES N7z S. pneumoniae D F / 1 Vi
PALEZ 2% BT &, BURTOHAENO * /1 Vit
S. pneumoniae 77 EEFRIIAL N Lar L, ¥/ 1 ¥ RPURHE
BRELEL T 5 60 U LoREBETOF /v itk
fEidm <, SHROMAEERN BB X CHEREL L3
Wi T OB R O BRI ER I Ty
5%,

STFX ZBEfF= 2 — % / 1 ¥ RO S. preumo-
nige (2% L CH BN ZZHREME 2 /R 9o S. pneumoniae
DI EEBEED S WIS TR TH 1, Wl S ER R L
K= a—F 0 RPIEEOBRIHERHRICBIT bR
DEHTH B b, KEOH D THH EOLLE
2 WSS 572012, BAERL R ERILERSE
REH L 720 0P MR, [T S8 D LA E 27
(2000 4 3 H 10 H 3&47) ) "CHL S. pneumoniae i& P 0 B
hma—F /0 RPREEO—2L LTHRI AT
5 & e 5 10 AR DL B LA RIMED X OV A
ZIZHL SN EHTHLEEZONDLT L, BIUS.
preumoniae DEZVENBAETH RIFTH D Z L5,
TFLX % #EE L7,

AR CIE R EAHMEIEE Th 25547 - HIkREICH
2R E OB R D STFX # & TFLX # O HE [ 2
1X37% (95%CI=—-37%, 11.0%) T & b, STFX ®
TFLX W B EH A MGEE S Nz T72, BRRIYEHE
HHTH &5 MBEH%3H O A %) 5I1TSTFX # T
538%, TFLX#T453% TH Y, &5 T - hik#7
HoOBERZIE, STFX #T 880%, TFLX #£ T 796% &,
STFX HTRREWEATRD BTz,

B A RN R EFARE B, AR RAl T 551 225 B
95 9361 (41.3%) Th o7z —RWITIFREIEGE T
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Table 10. Adverse events

STFX (N = 126) TFLX (N = 121)
Subjects with at least one adverse event (Incidence: %) 76 (60.3) 73 (60.3)
Subjects (%) Subjects (%)
System Organ Class and Preferred Term (MedDRA/J V.9.0)
Adverse event Related Adverse event Related
Infections and infestations 2 (1.6) 0 1 (0.8) 0
Nasopharyngitis 0 0 1(0.8) 0
Tinea pedis 1(0.8) 0 0 0
Upper respiratory tract infection 1(0.8) 0 0 0
Metabolism and nutrition disorders 0 0 3(2.5) 1(0.8)
Anorexia 0 0 3(2.5) 1(0.8)
Mental disorder 5 (4.0) 1(0.8) 2 (1.7) 1(0.8)
Anxiety 2 (1.6) 0 1(0.8) 1(0.8)
Insomnia 3(24) 1 (0.8) 1 (0.8) 0
Nervous system disorder 8 (6.3) 5 (4.0) 8 (6.6) 5 (4.1)
Dizziness 1(0.8) 1(0.8) 2 (1.7) 1(0.8)
Dizziness postural 0 0 1(0.8) 0
Headache 6 (4.8) 5 (4.0) 5 (4.1) 3 (2.5)
Hypoesthesia 2 (1.6) 0 1(0.8) 0
Paraesthesia 0 0 1(0.8) 1(0.8)
Eye disorders 1(0.8) 0 0 0
Abnormal sensation in eye 1(0.8) 0 0 0
Ear and labyrinth disorders 0 0 1 (0.8) 0
Tinnitus 0 0 1 (0.8) 0
Cardiac disorders 0 0 1 (0.8) 0
Palpitations 0 0 1 (0.8) 0
Vascular disorders 1(0.8) 0 0 0
Hot flash 1(0.8) 0 0 0
Respiratory, thoracic, and mediastinal disorders 2 (1.6) 0 2 (1.7) 1(0.8)
Dyspnoea 0 0 1(0.8) 0
Eosinophilic pneumonia 0 0 1(0.8) 1(0.8)
Interstitial lung disease 1(0.8) 0 0 0
Rhinorrhoea 1(0.8) 0 0 0
Gastrointestinal disorders 38 (30.2) 31 (24.6) 29 (24.0) 15 (12.4)
Abdominal discomfort 0 0 2 (1.7) 0
Abdominal distension 1(0.8) 0 1(0.8) 1(0.8)
Abdominal pain 1(0.8) 1(0.8) 1(0.8) 1(0.8)
Abdominal pain lower 1(0.8) 1(0.8) 0 0
Abdominal pain upper 3(2.4) 3(2.4) 1(0.8) 0
Cheilitis 1(0.8) 0 0 0
Constipation 0 0 2 (1.7) 0
Diarrhoea 30 (23.8) 27 (21.4) 13 (10.7) 8 (6.6)
Dyspepsia 1(0.8) 1 (0.8) 0 0
Gastrointestinal disorder 0 0 1 (0.8) 1(0.8)
Gingivitis 0 0 1(0.8) 0
Glossitis 1(0.8) 0 0 0
Glossodynia 0 0 1(0.8) 0
Hyperchlorhydria 0 0 1(0.8) 0
Nausea 3(2.4) 2 (1.6) 1(0.8) 0
Oral discomfort 0 0 1(0.8) 1(0.8)

(Continued)
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Table 10. (Continued)

STFX [N = 126)

TFLX (N = 121)

Subjects with at least one adverse event (Incidence: %)

76 (60.3)

73 (60.3)

Subjects (%)

Subjects (%)

System Organ Class and Preferred Term (MedDRA/J V.9.0)

Adverse event Related Adverse event Related
Parotid gland enlargement 1(0.8) 1(0.8) 0 0
Salivary gland enlargement 1(0.8) 0 0 0
Tongue disorder 1(0.8) 0 0 0
Vomiting 2(1.6) 1(0.8) 2 (1.7) 1(0.8)
Lip erosion 0 0 1(0.8) 0
Gastric disorder 1(0.8) 1(0.8) 0 0
Hypoaesthesia oral 0 0 1(0.8) 1(0.8)
Paraesthesia oral 0 0 1(0.8) 1(0.8)
Skin and subcutaneous tissue disorders 3(2.4) 3(24) 6 (5.0) 3 (2.5)
Erythema 0 0 1(0.8) 0
Heat rash 0 0 1(0.8) 0
Pruritus 1(0.8) 1(0.8) 0 0
Purpura 0 0 1(0.8) 1(0.8)
Rash 1(0.8) 1(0.8) 2(1.7) 2(1.7)
Rash papular 0 0 1(0.8) 0
Urticaria 1(0.8) 1(0.8) 0 0
Musculoskeletal and connective tissue disorders 3(24) 0 8 (6.6) 0
Arthralgia 0 0 1(0.8) 0
Back pain 2 (1.6) 0 4 (3.3) 0
Muscle spasms 0 0 1(0.8) 0
Myalgia 0 0 1(0.8) 0
Pain in extremity 1(0.8) 0 1(0.8) 0
Renal and urinary disorders 1(0.8) 0 0 0
Haematuria 1(0.8) 0 0 0
General disorders and administration site conditions 3(2.4) 2 (1.6) 6 (5.0) 2 (1.7)
Chest discomfort 1(0.8) 0 0 0
Chills 2 (1.6) 2(1.6) 0 0
Feeling abnormal 0 0 1(0.8) 0
Malaise 1(0.8) 1(0.8) 3 (2.5) 1(0.8)
Oedema peripheral 0 0 1(0.8) 0
Thirst 0 0 1(0.8) 1(0.8)
Investigations 43 (34.1) 39 (31.0) 39 (32.2) 31 (25.6)
Alanine aminotransferase increased 23 (18.3) 23 (18.3) 20 (16.5) 18 (14.9)
Aspartate aminotransferase increased 13 (10.3) 13 (10.3) 7 (5.8) 7 (5.8)
Blood creatine phosphokinase increased 4(3.2) 3(24) 0 0
Blood glucose decreased 2 (1.6) 2 (1.6) 1(0.8) 1(0.8)
Blood lactate dehydrogenase increased 2 (1.6) 2 (1.6) 2 (1.7) 2 (1.7)
Blood potassium decreased 0 0 1(0.8) 1(0.8)
Blood potassium increased 0 0 3(2.5) 3 (2.5)
Blood pressure increased 1(0.8) 0 1(0.8) 0
Blood urea increased 0 0 1(0.8) 0
Eosinophil count increased 13 (10.3) 11 (8.7) 7 (5.8) 5(4.1)
Gamma-glutamyltransferase increased 8 (6.3) 8 (6.3) 6 (5.0) 6 (5.0)
Glucose urine present 1(0.8) 1(0.8) 1(0.8) 0
Platelet count abnormal 0 0 1(0.8) 1(0.8)

(Continued)



60 H A& AL & % 5% & M Gk APR. 2008
Table 10. (Continued)
STFX (N = 126) TFLX (N = 121)
Subjects with at least one adverse event (Incidence: %) 76 (60.3) 73 (60.3)
Subjects (%) Subjects (%)
System Organ Class and Preferred Term (MedDRA/J V.9.0)
Adverse event Related Adverse event Related
White blood cell count decreased 1(0.8) 0 0 0
White blood cell count increased 1(0.8) 1(0.8) 1(0.8) 0
Platelet count increased 1(0.8) 1(0.8) 0 0
Eosinophil percentage increased 0 0 1(0.8) 1(0.8)
Protein urine present 1(0.8) 0 0 0
Blood alkaline phosphatase increased 4(3.2) 4(3.2) 3(2.5) 3(2.5)

&, EHREORESHETHY), ZhETICEBI N
FEIT BT 5 HEBGEARRIC B\ T b FRRFHMi G 6 0 % 2F
BT LR AR R EEHI T & TW v ARRERTo
MES N ERBEKNE & OB, S. pneumoniae
73169%, H. influenzae 7% 15.6%, M. pneumoniae %% 4.9%
TdH o720 Mg TIL S. pneumoniae 3 X ' H. influen-
zae DM D {, TN EN51%~T5% B L O
1.3%~12% L#HE SN TV, SO T O 5 EEH
FERRFEOMZ RS LM b, ARREBRO KR O 543
EBRDOERBSOBEHEEO DM Z KL TWLEERZDL
Nb, L7zho T, KRBROMHE % FEHIEHEOLFIEH
FTHIEIIRELMEIZNEER D,

AR THKE & L ColES 7z S. pneumoniae O
/1 VigtEERiL, BURTO RN ORI Z SO LD - 72
5, STFX # TIZ QRDRICHE % A L STFX @ MIC
A3=0.025~0.1 ug/mL O % & & 3 < T D S. pneumo-
nige DNHK L7207 0 Y IERR O 5 BERA D 72 <, FEM
LIENTIETE el o 7228, STFX 1Z QRDR 451 A
L72ZE8MRITH LT, WBHRAIRZ T T 5 2 L AURIR S
iz

STFX # CTH#E S 172 PSSP B &£ O PISP £ 3 X T{H
KelL7z. F72, clarithromycin (CAM) ® MIC 2564 ug/
mLZ B2 5327074 FEEYES. pneumoniae T
ermB & %\ 3 ermB B X U mefA DMl 2T Hkb T
NTHE L7

STFX # T4 < 172 ABPC ® MIC %% 2 ug/mL LA
1D frsI 12455 % 772 BLNAR (gLow-BLNAR 7213
gBLNAR) 3w skl

Ut & D, STFX X S. pneumoniae 3 X U H. influenzae
D B-7 7 & LRMEEREMRB IO~ 07 4 FEE
MEPERRISR L Ch, EERIRPIFTE 5 L b s,

MR R OWIEBAEY & LTiE, S. pneumoniae 1 L T°
H. influenzae \Z X \» T, M. pneumoniae, C.pneumoniae
% L THES N, T 5 Ik e B AR S B S e i 1 %
HOTWDo ¥4 37 FAXMRICBT %5 T -
IEREOFRFIE, STFX #T 90.0%, TFLX #£T 80.0%

THY, 77 IV TMi%TIESTFX # 4 B L O TFLX
FE3BIA, LI A THMAETIEISTFXHO1HB IV
TFLX # D 2 flsvFn b [HRIE e s hiz. F72,
<A 37T AR BITAEGMIGEH 3 HOERE
&, STFX #T60.0%, TFLX #7T200% TH-o72o L
7235 T, STEX ASMIRMEM RIS L TOAL LT, <
4377 AWM L THIEREDRPIRFTEL L HE
AbNb,

51T, KRB TIEIEE B EAOME R 2 RE L7z,
STFX # T3 I B 55 (BuAfifi b2 % 13 PCR Bk
BlbEd) LHESNZITH D H B, M. pneumoniae
A6 B, C. pneumoniae H3 1 Bl 577 BES L, §XTDI
ERVE FEAR O S0 EFE S N7z FE B 4% 17 BliC B
LZEMFIX 941% TH Y, STEX FFEERMigIc LR
BRI R Lice —77, TFLX REClddke B s
EHESIN/13BIDH B, M. pneumoniae 535 B> & 45
HEE N, 1BICHRE L7z 2D & D IZIEE MM 5h3% { 32
OOHLNLHHMISEDERBSIZBE VT, — RSB LY
e AU EARC AR 7 STEX &, BAREFI O AL 5
T, BABREOICH L TCHOEHTHLEERZ S,

F /0 RUIRIEDERMN L EMET /87 A —4T
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Phase IIT double-blind comparative study of sitafloxacin versus tosufloxacin
in patients with community-acquired pneumonia
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Sitafloxacin(STFX), a fluoroquinolone antimicrobial agent, has potent antimicrobial activity against Strep-
tococcus pneumoniae, the major pathogenic bacteria in respiratory tract infections. The clinical efficacy and
safety of STFX and tosufloxacin(TFLX) were compared in the treatment patients with community-acquired
pneumonia in a double-blind, randomized, group-comparative study. Patients were treated orally twice daily
7 days with either STFX at 100 mg (STFX group) or TFLX at 150 mg three times daily (TFLX group).

Clinical efficacy in 225 patients was 93.3% (111/119 patients) in the STFX group and 89.6% (95/106 pa-
tients) in the TFLX group. STFX was found to be not inferior to TFLX. Bacteriological response in 93 pa-
tients was 100% (42/42 patients) in the STFX group and 88.2% (45/51 patients) in the TFLX group. Eradica-
tion of causative organisms in overall bacteriological response was 100% (48/48) in the STFX group and
91.1% (51/56) in the TFLX group. Eradication rate of S. pneumoniae was 100% (14/14) in the STFX group and
87.0% (20/23) in the TFLX group. The incidence of adverse drug reactions (ARs) was 48.4% (61/126 pa-
tients) in the STFX group and 40.5% (49/121 patients) in the TFLX group. No severe ARs were observed in
either groups, indicating that STFX is well tolerated in the treatment of community-acquired pneumonia.

Results suggest that a 50 mg oral dose of STFX twice daily for 7 days is useful clinically in the treatment
of community-acquired pneumonia.



