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Table 1. Parameters and schedule

Before entry Days 3—5 Days 7—10
Chest X-ray film [ J [ J o
Bacteriological examination o [ J o
Streptococcus pneumoniae O
Urinary antigen test
Legionella pneumophila O
Antibodies (Antimycoplasma, Antichlamydia) O O
PCR (Antimycoplasma, Antichlamydia) O
Arterial blood gas (PaO2, PaCOs) [ ) O O
CRP ® [ ] L
WBC and differential WBC (basophils,
eosinophils, neutrophils, lymphocytes, and o o ([
Haematology monocytes)
tests RBC
hemoglobin
[ O [
hematocrit
platelets
AST (GOT)
ALT (GPT)
LDH
Biochemistr
Yol are ) O o
tests
BUN
serum creatinine
Cer*
@ : Required
O : As needed

*: Cer = {(140 — age) X body weight}/(72 X serum creatinine)

For women, the calculated value is multiplied by 0.85.
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All patients enrolled: 123

Safety evaluation: 120

Clinical efficacy evaluation: 93

Bacteriological efficacy evaluation: 26

Fig. 1.

HeCHSERE DL ISR BHER & L727s, &R SED
FEBICTH - 720 BRI E O HE ARG CH 51k
i, HIMEREL, CRP, Mot X MR SO F Ml (mean +
SD) i, B ® B »384+06C, 12,964 +3813/mm’,
12874 mg/dL, 37+13 M Tdh o720 72, FIHERNZ
643+1897%, APt -k EHIZIBDOB D 452%,
54.8% THh - 720

B, RRAETITHEHYEMOHWIZE Y, WERE
BB AIEFEOKG I3 HMZREE LTk L
THBY, B#EEE LTLVFX OATHET 2546 (LT,
LVFX HMuA#EE), LVEX (SRS 2 000 LiB%RT %
Yty (LUF, DRHTRHEEE), EHEL SRIOMEETH S
LVFX IZAA v F LTHET A58 (DT, AL v Fif
BIE) DIDICHHETEDL, IS 3ODEREDERE
ThRaE R L7248, AEESRD HNHB T AR -
MRIX 55, B R (FEEHE), CRP, Sp0.d 4
HHTH -7,

AA v FIGHEEEL, ABSER], CRP 255 WiER], SpO.
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EPEEITE L, 2o, i (760183 1%), M X
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WCHARE Do 720 PERITRIEEE, AL v FIRBHECHE &
N7 TN 7 2 2 R/B-5 7 % 1%, B-52 %
<~ — YHEARAETH o7 (Table d)o

F 7o, HARMLFHESY S, HARMRESSS, FREH
FED 3 DODORIRKEIERE % 3T XTEHN L 2 72 68 HliZDo W
THli 9 EAEFE D B4R % Mieid L 72 (Table 4) o RFHA DK 5
FEBNE, 2B H AR LR LRI TP RIS Y T 5
FEFI T > 7225, HARMNEIRFZOMESEICEY LR
512 50.0%, F AP H E O R EEREICE Y L 725 #1E

Excluded from evaluation 3
Survey sheet not recovered 1
No visits after the first visit 1
Different disease from the target 1
disease (eosinophilic pneumonia)

Excluded from efficacy evaluation 27
Violation of the inclusion criteria 20
Use of prohibited concomitant 4
medication

Violation of the treatment period 1
Absence from follow-up observation

Excluded from bacteriological efficacy 67
evaluation

Bacteriological tests not performed 29
Bacteriological tests performed, but 31
causative organism unknown

Bacteriological test results unknown 7

Patient profiles.

750% TdH - 770
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(25/28 B), A A v FihEHERE 90.0% (9/10 BI) TH - 7=,
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84.6% (22/26 f51), HhEdE 68.8% (22/32 ), e/
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BEE 96.4% (27/28 1), HHAEE 88.2% (30/34 1), e/
HHAE 833% (5/6 ) TH-7z,
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Table 2. Patient profiles for evaluating clinical efficacy

LVFX . Therapy
. Combined o
Patient background factors Total monotherapy switching Test
therapy group
group group
Male 61 (65.6) 35 (63.6) 19 (67.9) 7 (70.0)
Sex 0.8856
Female 32 (34.4) 20 (36.4) 9 (32.1) 3 (30.0)
Age (years) Mean = SD 64.3+18.9 62.2+19.1 64.3+17.9 76.0+18.3 0.1049
Weight (kg) Mean = SD 54.0*+11.1 53.7%+9.3 549+ 13.1 53.1+14.8 0.8627
. ) Outpatient 42 (45.2) 31 (56.4) 10 (35.7) 1 (10.0)
Outpatient/Inpatient ) 0.0124
Inpatient 51 (54.8) 24 (43.6) 18 (64.3) 9 (90.0)
Japanese Society Mild 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
of Chemotherapy Moderate 93 (100.0) 55 (100.0) 28 (100.0) 10 (100.0) —
g (inclusion criteria) Severe 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
=
2 Mild 28 (30.1) 14 (25.5) 14 (50.0) 0 (0.0)
§ The Japanese Moderate 34 (36.6) 19 (34.5) 8 (28.6) 7 (70.0)
= Respiratory Severe 5 (54) 2 (3.6) 2 (7.1) 1 (10.0) 0.0951
; Society Very severe 1(L.1) 0 (0.0) 1 (3.6) 0 (0.0)
'g Unknown 25 (26.9) 20 (36.4) 3 (10.7) 2 (20.0)
>
A Assessment by Mild 19 (20.4) 16 (29.1) 2 (7.1) 1 (10.0)
the attending Moderate 70 (75.3) 38 (69.1) 23 (82.1) 90 (90.0) 0.0475
physician Severe 4 (4.3) 1(1.8) 3 (10.7) 0 (0.0)
No 34 (36.6) 22 (40.0) 11 (39.3) 1 (10.0)
Mild 36 (38.7 18 (32.7 11 (39.3 7 (70.0
Complications and severity ! (38.7) (82.7) (39.3) (700) 0.4136
Moderate 22 (23.7) 14 (25.5) 6 (21.4) 2 (20.0)
Severe 1(1.1) 1(L8) 0 (0.0) 0 (0.0)
Antibacterial therapy No 76 (81.7) 45 (81.8) 21 (75.0) 10 (100.0)
within 7 days prior to Yes 14 (15.1) 8 (14.5) 6 (21.4) 0 (0.0) 0.2510
initiation of treatment Unknown 3 (3.2) 2 (3.6) 1 (3.6) 0 (0.0)
, . No 42 (45.2) 23 (41.8) 14 (50.0) 5 (50.0)
Concomitant medication 0.7381
Yes 51 (54.8) 32 (58.2) 14 (50.0) 5 (50.0)
No 9 (9.7) 6 (10.9) 3 (10.7) 0 (0.0)
M 23 (24.7) 12 (21.8) 10 (35.7) 1 (10.0)
Sputum PM 21 (22.6) 8 (14.5) 8 (28.6) 5 (50.0) 0.1289
P 39 (41.9) 28 (50.9) 7 (25.0) 4 (40.0)
Unknown 1(L1) 1(L8) 0 (0.0) 0 (0.0)
Body temperature (C) Mean = SD 38.4*0.6 38.3*0.7 385*0.6 38.7*0.6 0.2389
Chest X-ray score Mean = SD 37%13 3614 34%12 45%0.7 0.0583
‘White blood cell count
(/mm?) Mean = SD 12,964 = 3,813 13,584 = 4,122 11,517 = 2,966 13,609 £ 3,308 0.0541
CRP (mg/dL) Mean = SD 128 +7.4 11.2+6.2 14.3£8.2 17.1+£8.8 0.0257
N 79 (84.9 47 (85.5 24 (85.7 8 (80.0
Dehydration © (84.9) (855) (85.7) (80.0) 0.8979
Yes 14 (15.0) 8 (14.5) 4 (14.3) 2 (20.0)
BUN (mg/dL) Mean * SD 15966 154%6.0 163+8.1 17.3%54 0.6578
SpO2 (%) Mean £+ SD 948 £2.7 95.0+2.6 95.1%25 92.7+28 0.0308
) No 89 (95.7) 54 (98.2) 27 (96.4) 8 (80.0)
Disturbance of
) Yes 1(1.1) 0 (0.0) 1(3.6) 0 (0.00) 0.3264
consciousness
Unknown 3 (3.2) 1(L8) 0 (0.0) 2 (20.0)
Systolic blood pressure
Mean = SD 125.7+18.2 125.1+15.9 126.0 £22.4 128.4+185 0.8728
(mmHg)
Cer (mL/min) Mean = SD 74.3%37.0 76.9 =40.2 720+ 325 66.6 +31.3 0.6696

M7z 64 10 )5 K R 213 51.6 % (33/64 B1) Td - 72, R TZWHMRIZ S. pneumoniae 2 ¥k, H. influenzae 2 ¥k T -
F 2 JE KW Streptococcus pneumoniae 20.3%, Haemo- 727, W NOWHKD LVFX B TH - 72 (Table

philus influenzae 17.2%, Moraxella catarrhalis 4.7% T, ¥ 9),

BRSPS b o 7z (Fig.2)o MIC #Ml&E L
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Table 3. Antibiotics for injection

Th
Injection Combined .era.p Y
Class L. switching Total
(abbreviation) | therapy group
group
PAPM/BP 3 (10.7) 0 (0.0) 3 (7.9)
Carbapenems IPM/CS 1 (3.6) 0 (0.0) 1(2.6)
MEPM 2 (7.1) 1 (10.0) 3 (7.9)
CzoP 1 (3.6) 0 (0.0) 1(2:6)
PIPC 2 (7.1) 0 (0.0) 2 (5.3)
Cephems/f-lactams
CFPM 1(3.6) 1 (10.0) 2 (5.3)
CTRX 7 (25.0) 2 (20.0) 9 (23.7)
Tetracyclines MINO 1 (3.6) 0 (0.0) 1 (2.6)
Combinations with SBT/CPZ 1(3.6) 2 (20.0) 3(7.9)
B-lactamase inhibitor SBT/ABPC 6 (21.4) 4 (40.0) 10 (26.3)
CLDM 1 (3.6) 0 (0.0) 1(2.6)
Lincomycins
LCM 1 (3.6) 0 (0.0) 1(26)
Oxacephems FMOX 1 (3.6) 0 (0.0) 1 (2.6)
Total 28 (100.0) 10 (100.0) 38 (100.0)

Table 4. Relationship between severity assessed according to Table 5. Clinical efficacy on days 3—5 and days 7—10
the Guidelines of the Japanese Respiratory Society —
and severity assessed by the attending physician Not Clinical

Effective ffecti Total efficacy rate
eltective
Severity assessed by the attending physician (95%C.L)
Mild Moderate Severe Days 3—5 60 (72.3) 23 (27.7) 83 72.3 (62.7, 81.9)

The Japanese Mild 9 18 1 Days 7—-10 | 84 (90.3) 9 (9.7) 93 90.3 (84.3, 96.3)

Respiratory Moderate 6 28 0

Society Severe 0 4 1

Very severe 0 1 0
Table 6. Clinical efficacy on days 3—5 and days 710 in each treatment group
. Not Clinical efficacy rate
Treatment Effective . Total
effective (95%C.L)
LVFX th
MOnOHerapy | a9 (792) | 10 (20.8) | 48 79.2 (67.7, 90.7)
group
Combined th
Days 3-5 ombIned LETapy | 47 68.0) | 8 (320) | 25 68.0 (497, 86.3)
group
Th itchi
erapy SWitehing - o 560y | 5 (50.0) | 10 50.0 (19.0, 81.0)
group
LVFX th
MONOLIEAPY | 5 (90.9) | 5(9.1) | 55 90.9 (83.3, 98.5)
group
Combined th
Days 710 | —OmeCTETARY o5 893) | 3(107) | 28 89.3 (77.8, 100)
group
Th itchi
erapy SWICHig | g 90.0) | 1 (100) | 10 90.0 (71.4, 100)
group
2)  HIBREERIRAR HUMTRHREE 100% (13/13 #1), A iH#RE 91.7% (11/12
M 2R AR IFNT RS B 26 BIOBHBRN OWIH KR Z  H), 24 v FiEHE100% (1/16) Thot,
Table 10 (27:9 o $45-Fh 3~5 H HHE O R EFIZ %8B, At L7z WAL Staphylococcus haemolyticus O 1

LVFX iR #E 8 85.7% (6/7 ), DFJH 5 B #E 66.7% ¥eTdH o572 (Table11),
(4/6 B1), ¥&5.BAME7~10 H HHE OB HFEEIZ LVFX
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Table 7. Clinical efficacy on days 3—5 and days 7—10 stratified by the severity of pneumonia
according to the Guidelines of the Japanese Respiratory Society
Severity of i
ever%ty o' prenmonia . Not Clinical efficacy rate
(according to the Japanese Effective . Total
i . effective (95%C.1.)
Respiratory Society)
Mild 22 (84.6) | 4 (154) | 26 84.6 (70.8, 98.5)
Days 3-5 Moderate 22 (68.8) | 10 (31.2) | 32 68.8 (52.7, 84.8)
Severe/Very severe 2 (33.3) 4 (66.7) 6 33.3 (0.0, 71.1)
Mild 27 (964) | 1 (3.6) 28 96.4 (89.6, 100)
Days 7- 10 Moderate 30 (882) | 4 (118) | 34 88.2 (77.4, 99.1)
Severe/Very severe 5 (83.3) 1 (16.7) 6 83.3 (53.5, 100)
Table 8. Clinical efficacy on days 3—5 and days 7— 10 stratified by the severity of pneumonia
as assessed by the attending physician
Severity of i
everity of pneumonia . Not Clinical efficacy rate
(as assessed by Effective . Total
. - effective (95%C.L)
the attending physician)
Mild 13 (765) | 4 (235) | 17 765 (56.3, 96.6)
Days 3—5 Moderate 47 (75.8) | 15 (24.2) 62 75.8 (65.2, 86.5)
Severe 0 (0.0) 4 (100) 4 0.0 (0.0, 0.0)
Mild 18 (947) | 1 (53) 19 94.7 (84.7, 100)
Days 7—10 Moderate 63 (90.0) 7 (10.0) 70 90.0 (83.0, 97.0)
Severe 3(75.0) | 1 (25.0) 4 75.0 (32.6, 100)
0 10 20 30 40 50 60
1 1 1 1 1 J
Detection rate 51.6% (33/64)
Streptococcus pneumoniae 20.3% (13/64)
Haemophilus influenzae 17.2% (11/64)
Moraxella catarrhalis 4.7% (3/64)
Staphylococcus aureus || 1.6% (1/64)
Staphylococcus haemolyticus | 1.6% (1/64)
a-hemolytic streptococcus | 1.6% (1/64)
Haemophilus parainfluenzae | 1.6% (1/64)
Pseudomonas aeruginosa | 1.6% (1/64)
Enterobacter cloacae || 1.6% (1/64)
Fig. 2. Causative organisms and detection rate.
Table 9. MICs of the antibiotics for the causative organisms
C ti SBT IPM
Treatment ausative LVFX | MINO | CTM /| crrx /| piec | peG | ABPC | f-lactamase
organisms ABPC CS
Therapy switching group S. pneumoniae 0.5 0.12 | 012 | <0.06 | < 0.06 | < 0.06 0.12 | < 0.06
Combined therapy group S. pneumoniae 1 <0.06| 012 | <0.06| <006 <006 | <0.06| <0.06
Combined therapy group H. influenzae < 0.06 025 | 16 4 0.25 0.5 0.12 2 —
Combined therapy group H. influenzae < 0.06 0.5 1 0.25 | < 0.06 05 | <0.06 0.25 —




28 H A& AL & %% & M

& JAN. 2008

=

Table 10. Bacteriological efficacy on days 3— 5 and days 7 — 10 stratified by the treatment group

Eradicated | Reduced or X L
Number of R . . Persistent Eradication rate
Treatment R or probably | partially | Superinfection | . o
patients i i infection (95%C.1.)
eradicated | eradicated
Monoth 85.7
onotherapy 7 6 . 0 0
Group (42.1, 99.6)
Combined therapy 66.7
» 6 4 2 0 0
- group (22.3,95.7)
>
E Therapy switching 0 0 0 0 0 .
group
76.9
Total 13 10 3 0 0
(46.2, 95.0)
Monotherapy 100%
13 13 0 0 0
Group (75.3, 100)
IS Combined therapy 12 1 0 0 19 619;.7;; .
& group (61.5, 99.8)
Th itchi 100%
ax: erapy switching 1 1 o 0 0 o
group (2.5, 100)
96.2%
Total 26 25 0 0 1
(80.4, 99.9)
a) Clinical efficacy for S. haemolyticus: “Not effective”
Table 11. Bacteriological efficacy classified by the causative organisms on days 7—10
Eradicated or Reduced or .
. . No. of | . . Persistent
Causative organisms . probably partially Superinfection . .
strains . . infection
eradicated eradicated
S. pneumoniae 8 8 0 0 0
S. aureus 1 1 0 0 0
S. haemolyticus 1 0 0 0 1
a-hemolytic streptococcus 1 1 0 0 0
H. influenzae 11 11 0 0 0
M. catarrhalis 2 2 0 0 0
P. aeruginosa 1 1 0 0 0
E. cloacae 1 1 0 0 0
Total 26 25 0 0 1

Table 12. Concordance rate between the results of the urinary
antigen test and culture for S. pneumoniae

Culture
Positive Negative
Positive 2 patients 3 patients
Urinary antigen test
Negative 8 patients 45 patients

3)  RpBUE A

o R A RS X 42 93 Bl D 9 B, Mili S ER TR IR H P AL
FEhiBl 78 FIOBEEZEIE 90% T, LV & T IRPHUEKR
FERiF 70 FlOBFEZRIZ 0% (0/70 B) TH o720 ME
FRae A & i S Bk R R W U AR AT O Tl 5 & SE e L 7 58
BHZDOWT, BiREREMRI O —3 T2 LR, B
PE—35 40.0%, BEME—BE 84.9%, A —FFE 81.0%
TH-o72 (Table12),

4)  BUiKffiBRA: - PCR #RAR

FRIR B RN XSG 93 B> 9 B, M. pneumoniae HuiA Al
WA FHES] 44 BIOBERIL 68% (3 #1) T, C. pneumo-
niae HUAAH AR A 52 i 61 36 B D B P 513 16.7% (6 1) T,
FRR AR T &R TH > 720 — 75, PCR MAEIEH] 15
Bl SiEwThb R & e rorz, 7B, H—EHT
Uil - PCR MRAT DM )7 % FEJits L 7HE B % 200 726

5. etk

BRI G 120 10 ) 5, HEFLIEBBIE (5
IR HRE LB Z 5L X 16 TH 72 AEFHFLD
I H AP (FRERESIN 2 41, M54 160, HFRREkA
R 1) QTN OBEMTD o720, EBEERE - &
DFiE, MO L2 b o & S A & ORIR
BRI GE SNz,

AATEA) & RRBIRDEE T & WA EHRS RIEH)
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Table 13.

Incidence of adverse drug reactions

Monotherapy
group

Treatment

Thera
Combined . ,py
switching Total
therapy group
group

Number of patients

included in the 65 patients 41 patients 14 patients 120 patients
safety evaluation
Number of patients
who had adverse 3 patients 9 patients 0 patients 12 patients
drug reactions
Incidence of adverse

v 4.6% 22.0% 0% 10.0%

drug reactions

AST and ALT increased
(2 mild cases)

AST and ALT increased
(2 mild cases)

Li
tver AST and LDH increased AST and LDH increased
(1 mild case) (1 mild case)
Increased BUN
Kid
1aneys (1 mild case)
Blood Eosinophilia

(2 mild cases)

Type of ADR

Gastrointestinal
system

Diarrhea

(1 moderate case)
Abdominal pain
(1 moderate case)
Angular stomatitis
(1 mild case)

Central nervous

system

Insomnia
(1 moderate case)

HEEB L 26080, 12/120 1 (10.0%) T 95% X 1H]
1% 46~154% TH o 7z B L ZREHICOWTHL Y
BLUHEIEE % Table 13 127R T LWERIHEDOE 2 o 72
RITEHIE, AST, ALT 3% o B A S5 6 Bl
THI, PR SEOWALEHER 3 H1TH - 720 3 BT H KD
RIEH CTOR, JEE, AIRK 160 2%E0 5 -fbids
NTREORWEMN TH - 720 723, BUN BN - 47 FEERES
o (F—ER) 2EEH L 1 PZ2KRE, RERKSRT
BERPIZHEL 72,
m. % =

AR, DYPEOEFREIIH MO —&Z ), P11
EEOEREZE T 30 kA DRE 282, 3 FE RS L
D8% BETHRLz. 9 LEREDWREZTHIC
PR 14 BRI TRFERM 05 & T IFAfrb i, F
Ji% 15 B2 & S Wik 534 (DPC : Diagnosis Procedure
Combination) 236072 [ 78 4% B8 911 ¢ 28 5 6 18 A 1
BEDER ERERE b e EICB W CHE A SNz, SR BT
LEBEOWEIFALIIEOEEREL 25 TWh,

DAENZB W TN & L THEO R W I g 34
110 77 ANICHHE L, BUE, 20K 7 HIASABEHRH S i Tw
Bo Tz, M1 thd 720 oFEEEIZ, ABETHR 28 5H
PRTH 2 M EME SN TEBY, EMOMEAEEEIZ
12300 M EREINTVEY, —TF, BRICBITS A
BEEaR13 20~30% TH U, I HAD ABEHERADFCK &

Mk e oo 723602013, BEOFHMRERE LD HH
1400 MR 25 2 L3 TFREINETY,

L»L, ZOfE MEOFHICKESLEENINS
EBDBBINTED, BERKFOHLDSOHBIZIE 5
GREVSLEL 2570, MBI L TiE, HAIL
FHEES - HARBIYEF R, BARREGRFR" o
WAA FTA4 UPRBERIN, JEREHFEORHIRI NS
% EEHOEEHEAL - RFHA LN TV S,

/2, CZOLIHIBBERNLD, EE, THRZEEICE
FB7)ZANINADBEARLAL v F LI E—ICHT 5
% ORIV ERS N, BHOBEEEL ST, Ak
I RS 3 D $ 5- W ] 0 F A 7 ERHBEBENIRRN A 7R
123 2 BRAESHRE SND L) T ho 725,

Gl bbb, WHITROISRERLE 2 FHO T
W mODE—AT vy T LT, ABEHESNL T —2R
AECHERELL EoTi i 2R & LT, BIOPEE
DOHMIGEE, B X OWINERIZB T 2 EH O 35k
JH - A4 v FHEIC X BEBEIRERGT L2,

TR SR BT 5 ol 2RI POR S IE, Ol
KOFEFEEIT T 2EEEI BN &, @31 F
TRATEY T4 DB E, QiR BRSO
IR RIFTHLZ L, @QREUNEHNZE, D4DOD
Fhaii/zd T ENEEL L LD, RFAETIIZOLEMN,
BT RONMEREE Lo —F /0 U RIIRETDH
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% LVFX Z®IRL 7z 72, HERTICBT 2MAET,
0, RESELL EOH iR Z R E LTw5E I Lh b,
LVFX O 5w iZEWNAGRR K= TH % 600 mg 55 3/
H¥xh & L, PHERIC BT 2 5333 Y K il o
FIWFC LD 3 HMZBREE & LG aEE L7z

ZOFER BREICBWT, FEFMEE T 5
IRAN AT 1 SEB DA %N 1d 90.3% (84/93 Bl) TH -
725

ik A D S AR AT S0k G E ) 0 93 BN, 4 H A b iR k2
KRIMEDOHESEIZFE YT DIEPITH o 720 MFRILHET
oS E O T H I 9120 B IS O AR AT90% il
B THH T L, MR OEFIEOL G A 10
HEYTH2D e d, HEREDOTHMIZTH > TH %
FHEI S B 2 JE B O 354121%, LVFX 600 mg 45 3/H
BLOEEIEAEIE G HMRN) HvbZ & TR 0%
DEFRIEIEONL Z LHTREN, EREFEO® D
SHMERTERBMEICR VAL EEZ LN,

T 72, METBIR D s, A4 v FIEHEEE 10 FloF
BEIIHE G- BE 3~5 HEF ST 500% Tdh - 7245 LVFX
V2800 B 2RI, 90.0% DAL S N N3
5AA v F T HROAPRIE L L CRFBMOEH % ®INT
RED, NAFTXRAFEY T 4 RHMBBITHZ B L
BIRTREPIIOWTIEHE LR LIRS TRV,
RRATIEF 7 0 VREFEIEH IS TV W &
5, BB 5 R BAIF 2 R PR 3R 2 8N
5 Z LA E B BAS, Tl o fe i A R ITHUR I O S0
Zii72 T LVFX 3 A4 v F1 5 ¥ — 2479 B0 HEIE3E
HD122% ) 252 EARBENT,

— 5, BRI RIANT 0 SRR 93 Bl D iR o BB
AL 228ER, A4 v FiEEEIE, ABES], CRP
A IER], SpO, AMEERY, Ml g i B (iR E)
HEIEBIOFIE A IR, T O, i (760183
%), MER X MRS (45207 1) OEVEFOE G
HMDEBRELRE Do 720 512, AR FEE
DNl J EREFEHHE (A-DROP ¥ A7 4)7 & FIBEEHE I
X %l S FAE BE O BEE 2 Bt L7225, BRI 2245
B L OEREHN E CTHEARE & HE SNTEMIZBOBO
50.0%, 75.0% T 0, HIE & HE SNIERDBOBD
74%, 29% |23 b7z,

L7235 T, & oOMET, LVFX 600 mg 4> 3/H B X
OSSR 2 JI 3 UL Hwa 2 Lzl ), HAML
SR PFEOPEEIZE YT I L TRV ER
IRRIEAIRE S N D 2 LATR S NFzAS, FEFFEOMAIIE
FHREQOHWICELTBY, FHEEOTRKNTIH
DHABDENTVDLZ NS, 5%, EAELEIA IR
BREEOFERIC XD, KLU ZE O A TIRBE ] RE 2 BETE,
WO A B T R EBAETELHEICL T 2 &
WEEEEZ D,

HH AR A D FEREZRT 688% (64/93 1) TH 1, [

PREIRBRIZIEANR S LR R NETH - 7288, Mw A
FHEBI 64 17 5 B X 51.6% (33 41, 33 #F) M
720 EE WX, S. pneumoniae 20.3%, H. influenzae
172%, M. catarrhalis 4.7% T V), JEKEOMRE - i
BRI IN I TORE L FAKTSH 7277,

F 72, MR F IR R LS. haemolyticus 1 ¥k % B &,
96.2% (25/26 k) ANHIR L TH Y, KBHEDBRIR R
ZEFT AR TH o720

AR EARIZDOWTIE, Huikfligeds, PCR A, IR
HPUE IR A & FEH L 727, Legionella pneumophila (38
ENT, M. pneumoniae, C. pneumoniae \IHUAATi#R A T
BOBD 68% (3/44B1), 16.7% (6/36 ) il 7z,
% 72, M. pneumoniae, C. pneumoniae BBl 9 #1112 B 17
B HRRB R I EBIERTH - 720

il 9 D SRR AE & L C o IEE R F AR O B 51
10~20% FEE L #HE SN TB Y, HREZEIRT S
YT, B-7 7 5 ARBHMEOAMAET 5 OTH
<, FEEBIFEARD MR TE2EH 2 EBINT L L OHE
THERBELTWELEEZ LN,

TAEMIZOWTIE, BIFEMA 120 B 12 61(10.0%) 12
FHL72H, 9 b IBIPEMTH Y, 2 LVFX OG-
MBS HE T o> 720 3BNTHFEORIEHA S FBLL 72
7%, LVFX 5582 2 IC R L T /ze AEORR
FEB DR LA IS Th o 7225, RWEHOREFIZD
WTHINETOHRE"? LFHEETH Y, LVFX 600 mg
7 3/ B G LTSI T N & 24 Lo RE
BROSNLH o7z,

PLE X b, LVFX 600 mg 45 3/ H i 5, I X O]
WIS B 5 I (3 B LAN) oESFEOMHIZL D,
HEERED T HIE RIS L TR WA RS TE 2 2 L
AREN, BD O OIRERHRZ RIS L, REREEN
WCDRERI RIEHREC R Y D b e HE 2 bRz,

B, FEOREHIMHEE N TEBLZLDOTHY,
SO M OMEHIEEREOHWIC—ELTWD Z
Lo, Sk, BEREMNREGBREOEEICL Y, &
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FTREBEFHLIFEICL TS T EPEELER 5,

o

ARWEOEIGIZEEL, TSI 72720n 725 E )5 IS0
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Efficacy of levofloxacin (600 mg per day) for moderately severe
community-acquired pneumonia

Masao Kuwabara”, Masao Doi", Hideyuki Ikematsu” and Niro Okimoto®

U Respiratory Medicine, Hiroshima Prefectural Hospital, 1-5-54, Ujinakanda, Minami-ku, Hiroshima, Japan
? Department of Clinical Research, Hara-doi Hospital

% Respiratory Medicine, Kawasaki Hospital

In the present study conducted during actual clinical use, we obtained data on the administration of
levofloxacin(LVFX) at the maximum dose approved in Japan, which is 600 mg/day (200 mg tds), to patients
with moderately severe community-acquired pneumonia. Both LVFX monotherapy and LVFX combined
with initial short-term parenteral therapy (for a maximum of 3 days) with other antibiotics were evaluated
for clinical efficacy and safety.

Among the patients included in the evaluation of clinical efficacy, the efficacy rate of LVFX was 90.3%
(84/93). LVFX monotherapy was given to 55 patients (59.1%), combined therapy was administered to 28 pa-
tients (30.1%), and therapy switching was conducted in 10 patients (10.8%). The efficacy rates of these three
regimens were 90.9%, 89.3%, and 90.0%, respectively.

Causative organisms were isolated in 51.6% (33/64) of the patients, with the most common being Strepto-
coccus pneumoniae (20.3%), Haemophilus influenzae (17.2%), and Moraxella catarrhalis (4.7%). The microbiological
efficacy rate was 100% (13/13) in the LVFX monotherapy group, 91.7% (11/12) in the combined therapy
group, and 100% (1/1) in the therapy switching group. With respect to atypical pathogens, Legionella pneumo-
phila was not detected, whereas Mycoplasma pneumoniae and Chlamydia pneumoniae were detected by antibody
assays in 6.8% (3/44) and 16.7% (6/36) of the patients, respectively. The LVFX therapy was classified as “ef-
fective” in all 9 patients with M. pneumoniae or C. pneumoniae infection.

Adverse drug reactions occurred in 10.0% (12/120) of the patients, with 9 showing only mild reactions.
Treatment with LVFX could be continued in all of these patients. Three patients had moderate adverse drug
reactions that resolved rapidly after completion of LVFX administration. Over half of the patients included
in the study were elderly, but no specific safety problems were observed among the elderly subjects during
administration of levofloxacin at 600 mg/day in divided doses.

Based on the above results, LVFX monotherapy at 600 mg/day (200 mg tds) and LVFX combined with in-
itial short-term parenteral therapy (<3 days) are considered to be useful regimens for the treatment of mod-
erately severe community-acquired pneumonia. These regimens are expected to allow ambulatory treat-
ment at an early stage and to be more efficient in terms of medical costs.



