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Fig. 1. Chemical structure of grepafloxacin.
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Fig. 2. Drug administration schedule.
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Table 1. Clinical study items and schedule
B N X cnetle _ —

I' i Days after start of administration
Item | Before ——

L L day 3 | day7 l day 14 ‘or when discontinued/
T BN 1
Chest X-ray I | [ J
Sputum culture o O o | [ J
N S I E S . S —
PaO. b
Arterial blood gas PaCO. O @] O C
pH §A O 8
erythrocytes [ ] [ ] [ ]
hemoglobin [ ] [ ] .
hematocrit [ ) [ ] . o
Blood analysis e + -
leucocytes [ O [ ‘ [
differential leucocytes [ ] (] [ ]
platelets [ ] (] i [ ] - -
ESR (1h) [ ] o [
: J- -
CRP o ) o | Y
- - 4
Mycoplasmal antibody | IHA or CF |
Chlamydia antibody '
Cold hemagglutination \l |
s-GOT ]l ([ J [ ] [ ]
s-GPT
Hepatic function test s - S ,J.-_!, 4 hd — hd
ALP (] | @ [
total bilirubin () ) o 7;7”“ -
[ — — - — — — + — —
BUN ) [ [
Renal function test — — S ;
s-creatinine [ ) [ ] (]
Serum electrolytes (Na, K, ClJ ) HE T ) [
protein [ ) ) [ ) o (]
glucose [ [ ) )
Urinalysis —
urobilinogen o [ )
sedimentation ) o O O

@: essential, O: as often as possible
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FIRBIUBERYGFICHMDIBRREREL —ED0E

Table 2. Criteria for judgement of usefulness
Clinical efficacy
Adverse reactions and/or abnormal laboratory findings
excellent | good | fair | poor | unevaluable

No + + % - ?

mild + + * - ?

Yes moderate + + - - -

severe - - x x x

+: very useful, +:useful, *:slightly useful, —:not useful, X:undesirable, ?:unevaluable

Table 3. Criteria for evaluation of clinical manifestations and laboratory findings

Grade B . - - -
Manifestations
Body temperature (C) <37 =237~<38 =238~<39 =39
Cough - + +
Volume of sputum - <10mlVday (+) | 10~<50mlday (#) | 50~<100mlday (+) 2100mVday ()
Property of sputum - M PM P
Dyspnea - + +
Chest pain - +
Rales - + +#
Cyanosis - +
Dehydration - +
WBC (/mm?’) <8,000 | =8,000~<12,000 212,000~<20,000 220,000
ESR (1h) <20 =20~<40 240~<60 =60
CRP - +~+ 2+~3+ 4+~5+ =6+
(mg/dl) (0~<0.1) (0.1~1.5) (1.6~1.0) (7.1~14.0) (14.1~)

M: mucous, PM: mucopurulent, P: purulent
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BNER R AR O R 121 iCBWTRAR M2 LA
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(Table 8),

BEeMEMEesh/ 67 kD5 H, GPFX BX U
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=iz, L B 85.7% (12/14), H # 92.3% (12/13)
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Total number
of patients

L 41

H 41

(0] 45

Total 127

— Safety ‘———l:
————— Usefulness “:

No. of patients included

in the statistical analysis
L 87
H 41
0] 43
Total 121

Clinical efficacy

No. of patients excluded

from the statistical analysis .

L 4
H 0
0 2
Total 8

No. of patients included
in the statistical analysis

L 39
H 41
0 44
Total 124

Adverse reactions

No. of patients excluded
from the statistical analysis

L 2
H 0
0 1
Total 3

No. of patients included
in the statistical analysis

Laboratory findings

L 39
H 39
o) 41
Total 119
No. of patients excluded
from the statistical analysis
L 2
H 2
(o] 4
Total 8
No. of patients included
in the statistical analysis
L 39
H 39
[0} 42
Total 120
No. of patients excluded
from the statistical analysis
L 2
H 2
0 3
Total 7

No. of patients included
in the statistical analysis

L 37
H 39
o 41
Total 117

No. of patients excluded
from the statistical analysis

L 4
H 2
0 4
Total 10

Fig. 3. Patient distribution.

Table 4. Reasons for exclusion from the evaluation of clinical efficacy

Reasons L H (o]
Diseases not included in protocol 2
Unclear clinical symptoms of infection 2
Concomitant medication with steroid 2
Total 4 (98%) | 0 | 2 (4.4%)
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Table b
Diagnosis
Chronic bronchitis

Bronchiectasis with infection

Secondary infections with chronie respiratory discase”

Total

Diagnosis ) ) ) )
Statistical test
No. of patients L H (0] )
(z%)
Hh6 13 20 23
38 15 12 11 p=0.534
27 9 9 9
121 37 | 41 | 43 ‘

*Pulmonary emphysema with infection (L: 3 patients, H' 3 patients, O: 6 patients)

Pulmonary fibrosis with infection (L: 1 patient, H: 2 patients, O: 1 patient)

Bronchial asthma with infection (L: 3 patients, H- 3 patients, O. 2 patients)

Old pulmonary tuberculosis with infection (L: 2 patients, H: 1 patient)

Table 6. Background of the patients '

Treatment group Statistical test
Item No. of patients T )
I ‘ H O (s H)
male 74 18 | 26 30
Sex . | p=0.145"
female 47 19 { 15 13
=19 1 1
20~29 3 ! 2
30~39 3 .3 ;
A ( ) 40~49 11 3 | 3 5 0.742"
ge (year 50~59 17 7 - 6 p=y.
60~69 43 12 | 14 17
70~179 34 10 |13 11
80< 9 403 2
=39 7 3| 4
40~49 35 13 16 6 0243
) : p=0243"
Body weight (kg) 50~59 34 9 1 9 | 16
60=< 15 4 | 4 7
,,,,,, —- - . ,* . .| — .
unknown 30 8 12 10
S ity of ill mild 59 20 23 16
Severity of illness =0.166
) moderate 62 17 18 27 P 66
S— - SR } 1 S — S
Underlying disease without 42 14 i 13 [ 15
i i : | | p=0851"
and/or complication with 79 23 J 28 28 |
S
Pretreatment with no 112 37 ‘ 35 40 |
antibiotics | yes 9 | 6 3 | P7 0.048
_ | 1 L u| I
o antd | without 59 21 | 19 | 19
‘oncomitant drug . | =0.496°
| with 62 C16 22 24 | P
| T ‘ 1
History of allergy 1 no 119 | 36 | 41 |42
in the past | yes 2 1 ‘ 1 p=0.589

"yt test, " H test

5) S 52 1R I A %

PR AL 27 59 BZOWT, WM OBRIK )
Bz L7z (Table 14) . WM IR 3507 2 47 5h 418,
L # 79.0% (15/19), H # 100% (11/11) X O
i 81.0% (17/21) THH, 3 I EAEALNE
Motz T, BEERE FO2RO4 %L, L
#F 81.0% (17/21), H #¥ 100% (15/15) B X1 O Bt
82.6% (19/23) TH NV, 3 FMIATE 3 A LN H
572, HEXL 5 EL 80T Th o7z,

5. Al Rl R

R AL S N7 59 BIOM B E R 2k L 7z

(Table 15). WA QK+ @R o%) &, L&
75.0% (15/20), H B 93.3% (14/15) B X O &
85.7% (18/21) THH, 3 HMIAZEEIALN LD
o720 HEEA L > L RVl ETH 72
AR DR g S NHEBNZ D VTR RE O
BAWHMHIIZA LA (Table 16). 7 5 ABYER T3,
L ¥ 6 ¥ 5 ¥k, H B 5 #krb 5 ¥k, O B 10 B 8 #&
MK L. 72, VI 4B/ TIE, L B 75.0%
(12/16), H & 92.9% (13/14) B X O B 92.3%
(12/13) OHEEKTH - 72, RO EFE, L &
77.3% (17/22), H B 94.7% (18/19) B X O &
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Table 7. Background of the patients (2): Initial manifestations

Ttem No.of | Treatment group | Statistical test
patients | [, H| o (H)
<37 38 14 15 9
37~<38 54 16 20 19
p=0.041
Body temperature (C) 38~<39 25 7 6 | 13
239 3 1 2
unknown 1 1
- 2 2
+ 60 21 | 19 | 20 p=0.154
Cough + 57 18 | 22 | 22
unknown 2 1 1
+ 31 12 10 9
Val ¢ + 85 19 22 24 p=0.424
olume of sputum “® 20 5 7 8
Lo 2 2
unknown 3 1 2
M 5 2 1 2
Pro| of sputum -
porty of sp PM 61 19 |21 |21 p=0918
P 55 16 19 20
- 77 24 29 24
+ 33 9 9 16 p=0.370
Dyspnea " 8 3 2 3
unknown 3 1 i_ 1 _1_ T
- 104 33 36 35 0478
Chest pain + 14 3 4 7 I p=o
unknown 3 1 1 1
- 40 10 16 14
+ 65 21 19 25 p=0.833
Rales + 1 3| 5| 3
unknown 5 3 1 1 | T
- 111 32 38 41 0.752
Cyanosis + 5 2 2 1 p=0.
unknown 5 3 1 1
- 110 31 38 41 0.454
Dehydration + 6 % 3 2 1 I p=0.
unknown 5 3 1 1
< 8,000 62 20 22 20
WBC (/mm?) 8,000~<12,000 51 15 18 18 0551
mm 12,000~ < 20,000 8 2| 1| 5 p=0.
220,000
=19 28 10 9 9
20~39 31 9 14 8 0567
ESR (1h) 40~59 11 7 3 7 p=0
=60 23 6 10
|~ unknown 22 5 | 8 | 9| 7
- 1 1
+, 1+ 36 12 12 12
CRP 2+, 3+ 51 17 19 15 p=0.446
4+, 5+ 27 6 7 14
26+ 6 2 2 2
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Table 8. Distribution of causative organisms

Causative organisms No. of patients 1. H O Statistical test ( z7)
Monomicrobial infection Hl 19 11 21
. p=0228
Polymicrobial infection H 2 4 2
S. aurcus 1 2 2 /
= S. pneumontae 10 2 1 7 /
g E S. agalactiae 1 1 /
é g M. (B.) catarrhalis 7 2 3 2 /
“—
% S | K. pneumoniae 3 2 1 //
= P. acruginosa 6 3 1 2 /
H. influenzae 20 H 3 9
S, pneumoniac + H. anfluenzae 3 1 2
E] S. pneumoniae + Haemophilis sp. 1 1
5 g
g S S, pneumomac+ M. (B.) catarrhalis 1 1 /
=~ 1=
E %" S. pneumontac + K. pneumoniac 1 1
E T E. col +H. influenzae 1 1
M. (B.) catarrhalis+P. mirabilis 1 1 /
Total 59 21 15 | 23 |/
Table 9. Sensitivity distribution of causative organisms
. - . ) ‘, - —
v | Statistical
Tested MIC Cug/mD Total “
Group = e - — e - R e 1 (strain) test
drug <0025 005 01 02 039 078 156 313 625 125 25 50 100s @ SUam (H)
L 1 4 p 1 1 1 1 11
GPFX H 2 3 5 1 11 p=0.262
(6] 3 1 1 2 3 1 1 12
L 1 1 3 2 1 2 1 11
OFLX H 1 2 3 3 1 1 o p=0.078
0 2 1 1 2 3 3 12
| i I |
GPFX: grepafloxacin, OFLX: ofloxacin
Table 10.  Clinical efficacy
- e - S .
Treatment Clinical efficacy |
- No. of patients | Efficacy rate* (%) | Statistical test ( 7
group excellent | good | fair | poor ‘
L 4 29 3 1 37 33/37 (89.2) ‘ NS
H 3 37 0 1 41 40/41 (97.6) |
‘ ‘ p=0.247
O 9 29 3 2 43 38/43 (88.4) ‘
R *Efficacy rate: (excellent + good) /No. of patients, NS: not significant
Table 11 Clinical efficacy according to diagnosis
| T T
“linical effica | | Statistical
) ) Treatment Clinical efficacy | No. of Efficacy
Diagnosis e — ; o test
group excellent | good | fair | poor patients rate® (%) (x9)
L 2 9 1 1 13 11/13 ( 84.6) NS
Chronic bronchitis H 1 19 20 20/20 (100.0)
=0.212
O 6 14 2 1 23 20/23 ( 87.0) P
L 1 12 2 15 13/15 ( 86.7)
. L . NS
Bronchiectasis with infection H 2 9 1 12 11712 ( 91.7)
=0.459
O 11 11 11/11 (100.0) P
L 1 8
Secondary infection with chronic 9 19 NS
respiratory disease H I 9 99 0.115
°8 seas ) =(.
: O 3 4 1 1 9 79 P

‘Efficacy rate: (excellent + good) /No. of patients, NS: not significant
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Table 12. Clinical efficacy according to initial severity
: Statistical
. Treatment Clinical efficacy No. of Efficacy
Severity ) . (%) test
group excellent | good | fair | poor patients rate ¢ (x®
L 2 16 2 1 20 17/20 ( 85.0) NS
Mild H 2 20 1 23 22/23 ( 85.7)
p=0.340
0 1 12 3 16 18/16 ( 81.3)
L 2 14 1 17 16/17 ( 94.1) NS
Moderate H 1 17 18 18/18 (100.0) p=0511
0 8 17 2 27 25/27 ( 92.8) '
*Efficacy rate: (excellent+good) /No. of patients, NS: not significant
Table 13. Clinical efficacy according to underlying disease and/or complication
.Underlying Treatment Clinical efficacy No. of Efficacy Statistical
disease and/or ) . (%) test
complication group excellent | good | fair | poor patients rate” (% (x®
L 1 11 1 1 14 12/14 ( 85.7) NS
Without H 1 11 1 13 12/13 ( 92.3)
p=0.327
(o] 4 1 16 15/15 (100.0)
L 3 18 2 23 21/23 ( 91.3)
. NS
With H 2 26 28 28/28 (100.0)
p=0.063
0 5 18 3 2 28 23/28 ( 82.1)

*Efficacy rate: (excellent+good) /No. of patients, NS: not significant

87.0% (20/23) TH Y, 3 HMITARZZIALN LN
oo FBRBEBFEORENLELEBEL SN S S.
pneumoniae Ti%, LB 4 ¥k 4 ¥, H B 3 B 3 4,
O B 9 #kvh 7 kAN L, Haemophilus influenzae T
i3, LESHP 8#, HI 5 HK.PS5HK O 10tk
9 BRAHEL 7

6. &t

1) BIfeA

B AMHTES 124 PIICB T2 RBAXBLIUZON
BH%RL7 (Table 17). RIEADRBE L 2EHIE, L
B3aph 1B (REE26%), HH¥ 41 50 3 H
(7.3%) BLU O B 44 B0 4 #1 (9.1%) THY, 3
BEHICHBEZRAOh o7, BIMEHORER, L
BCRE-REA1H, HETSHEOLALRKR 1 4, KEi
16, EER 1M, OBTAR1H, LHHA1H,
WH - S - FHE 1B, WY 1MITHD, wihd
ERELZDORLEHESRT (PLk) Do IIREICE
DEERDH I ZHEL

2) BAREMBEREZED

BMEAREEREEBHORBAELEZOATERLL
(Table 18), KERMREMRELBAE D bNIHEMII,
L 2 39 #ivh 2 41 (RBIE 5.1%), H # 39 #it 2 #1
(5.1%) BLUT O B 41 Bk 281 (4.9%) THH, 3
BERCABZRALN R o7 REEBHOARIL, L
BBIUHBRT LHIFHRRHES 2 4, OHT
GOT LR 1 #1, GOT - ALP LR 1 fITH o745, W
ThIBETHo

3) weh

BERABIUVERREEREEHLZHRL THES
&2 %2/-RL7% (Table 19). ®€$¥iX, L ¥
94.9% (37/39), H # 87.2% (34/39) 3XU O ¥
85.7% (36/42) THY, 3 BHMICHBRERIALhLH
27

7. HHE%

BERHREELHLMELTHELZ-FHEERL
7z (Table 20), HH*EIL, L # 86.5% (32/37), H #
94.9% (37/39) 8L U O # 85.4% (35/41) THY,
SHMICARERAONL D oM, HBEXboLED
HYWHHAETH- 2,

L. % 3

SH, RAk=a2—F/0 REBHE% GPFX ©
FREBRMECHTLIERARZRATLIHNT, B
HAERRELNRE LTHBRLBRRYERKL 22,

GPFX ¥ 5 &, MREBBRFEDORRE L L TR
BEHME S. pneumoniae, H. influenzae, Moraxella
(Branhamella) catarrhalis, Pseudomonas aerugi-
nosa ST H5AKDOHEN B & UBEHEPAOBITH %
ZRL, SOICHRMME IHRARICE T2 ERDER,
REVHFLREMICHELT, 1 HES5R% 200 mg &
300 mg M 2 ARICERE L. E5EBUL, FH DM
PRI ABEFRFRIEANCHLBE LY 12 BREEVWZ &,
MRS ITHARICBNT 1 H 1 BHSToO+4%
EHUPHERIN L) 1 H 1 5L L, F
7z, OFLX IR FBRIETHH SN, Ir2>F0RE
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Table 14. Clinical efficacy according to causative organisms

ini Effi Statistical
. . Treatment Clinical efficacy No. of cacy
Causative organisms ) rate* test
BTOUP | gxcellent | good | fair | poor | Patients (%) (x®
L 1 2 12
S. aureus H 2 2/2 —
(o}
L
S. agalactiae H —
(o} 1 1 11
GPC
L 2 2 2/2
S. pneumoniae H 1 1 71 -
(o] 1 3 2 1 7 417
L 0 3 1 0 4 3/4
Subtotal H 1 2 0 0 3 3/3 —
(o] 1 4 2 1 8 6/8
g
-g L 1|1 2 V2
"é K. pneumoniae H 1 1 1 —
| (o]
t L 1 6 1 8 18 )
g H. influenzae H 3 3 3/3 -
g o] 4 5 9 9/9
=
L 2 1 3 2/3
GNB | P. aeruginosa H 1 1 ”m —
0 2 2 2/2
L 1 1 2 2/2
M. (B.) catarrhalis H 1 2 3 3 —
0 1 1 2 172
L 2 10 2 1 15 12/15 ( 80.0) NS
7 8
Subtotal H 1 o] o 8/8 £=0.908
(0] 5 7 1 0 13 12/13 ( 92.3)
L 2 13 3 1 19 15/19 ( 79.0) NS
Subtotal H 2 9|0 0 11 1V11 (100.0)
p=0.267
(o) 6 11 3 1 21 17/21 ( 81.0)
L 2 2 2/2
Polymicrobial infection H 4 4 -
(0] 2 2 2/2
L 2 15| 3|1 21 17/21 ( 81.0) NS
Total H 2 13 0 0 15 15/15 (100.0) =0.204
o 6 1331 23 1923 (826)| ¥

*Efficacy rate: (excellent+good)/No. of patients, NS: not significant
GPC: gram-positive cocci, GNB: gram-negative bacteria

Table 15. Bacteriological efficacy

Bacteriological efficacy Statistical
Treatment No. of Eradication t:;:
artiall . .
group eradicated | © .l Y unchanged | replaced | unknown | Patients rate* (%) ()
eradicated X
L 15 3 2 0 1 21 15/20 (75.0) NS
H 14 1 0 0 0 15 14/15 (93.3) «0.330
o 16 1 2 2 2 23 1821 867) | T

*Eradication rate: (eradicated +replaced) /(No. of patients-unknown), NS: not significant

HRBEEINTWAI LR LOBEHAICL ) MEEE L FMARHELZCEIARNBAT IR ZRBERER
TERL, TOHKAHABTH S 200 mgx3 E/HE L7, Pegg & L7z
wREBIE, FRRSBREED S HEEYE THEBRHEK ARBOREFRIZ 127 FITH Y, L BTRAIRHN
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Table 16. Bacteriological response according to causative organisms
. ‘ Treatment Bacteriological efficacy No. of Eradication | Statistical
Causative organisms , rate* test
group eradicated | decreased | persisted | unknown | ®trains (%) (x"
L 1 1 2 12
S. aureus H 2 2/2 -
(0]
L
S. agalactiae H -
(o] 1 1 11
GPC
L 4 4 4/4
S. pneumoniae H 3 3 3/3 -
(0] 7 2 9 /9
L 5 1 0 0 (] 5/6 NS
Subtotal H 5 0 0 0 5} 5/6
p=0.569
(0] 8 0 2 0 10 8/10 (80.0)
L
E. coil H 1 1 V1 -
(o]
L 1 1 1 3 12
K. pneumoniae H 1 1 1 -
(o]
L
P. mirabilis H 1 1 V1
(o]
L 8 8 8
. o NS
GNB | H. influenzae H 5 5 5/5 0.507
o 9 1 1 11 9/10 (90.0) p=t
L 1 1 1/1
Haemophilus sp. H -
(o]
L 2 1 3 0/3
P. aeruginosa H 1 1 0/1 -
o 1 1 2 /1
L 2 2 2/2
M. (B.) catarrhalis H 5 5 5/5 -
(o) 2 2 2/2
L 12 2 2 1 17 12/16 (75.0) NS
Subtotal H 13 1 0 0 14 13/14 (92.9) 0274
o 12 0 1 2 15 1213 (923) | P
L 17 3 2 1 23 17/22 (71.3) NS
Total H 18 1 ] 0 19 18/19 (94.7) 0.272
o 20 0 3 2 25 2023 (87.0) | T

*Eradication rate: eradicated/ (No. of strains-unknown), NS: not significant

GPC: gram-positive cocci, GNB: gram-negative bacteria

KR 26, BrA¥ER 2 AERNLL 378, HET
X 41 1, O B TIIRISERT B 2612 BRI L7 43
LR ERITNRE L, FRETICBNT, 38
MCENLEREOHEL X U5 RGERARO S
R HALONEDOD, ZOMOEREFICED A8
Boohhnzeh»s, FIZH—L2HEBTHHLEER
bz,
SEORFICBITZEKRE (FH=X) &, L #
89.2%, H® 976% XU 0 M 88.4% THhH, 3 ¥

MTHBZRIALNEVWDLDD HBTH-LLBVE
HEIPRENT, SHICBUEAERREDON EEE S
DLIBUREXRLIIBVTS, L B 84.6%, H B
100% B LU O B 87.0% DAEMETH Y, FEOER
PRON, $7-, EEEY, ERER - SHE0H
BNOBRBRICBVWT, 3RHBCHEBERZIAOh LS
o MWK E L OFLX ERHEIEX, chFTol
BB & (H%E 82.6~92.7%) LIZIZABEORK
BMTHY, BEOERETOHE, BREOLE, W
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Table 17.  Adv

erse reactions

Statistical test
Treatment group L H (8] y ,
(Fisher's exact test)

Adverse reactions
Insomnia 1
Vertigo 1

. /
Dizziness on standing up 1 /
Vomiting 1 /
Vomiting, nausca and headache 1 /
Heartburn 1
Itching 1 //
Fever and wheezing 1 /
No. of patients with adverse reactions (%) 1 (26%) 3 (7.3%) 4 (91%) NS
No. of patients evaluated for adverse reactions 39 11 44 p=0534

NS: not significant

Table 18, Abnormal laboratory findings
T I

- | H o Statistical test
reatment group ’ (Fisher's exact test)
t
Abnormal laboratory findings
Eosinophils 1 2 2 -
GOT 1 Lo
|
GOT - ALP 1 1 /
No. of patients with abnormal 2 2 2
laboratory findings (%) (5.1%) (51%) (4.9%) NS
No. of patients evaluated for p=1.000
' 39 39 41
laboratory findings
NS: not significant
B ~ Table 19.  Safety - -
Safety |
Treatment ——— - No. of Safety rate® | Statistical test
T;alm()st ‘ safety [ X ‘ , |
group safe ) | ) | notsafe | patients (%) | by
safe ‘ questioned i ‘
| B ) — - _ ,:, S
L 37 ‘ 1 } 1 0 39 | 37/39 (949) NS
H 34 3 | 0 39 34/39 (872) | N
} | | p= 0.369
(6] 36 4 j 0 J 2 42 | 36/42 (85.7) J
*Safety rate: Safety/No. of patients, NS: not significant
B - N o ‘Table 20.  Usefulness
Usefulness
Treatment EE— g 1  No.of Usefulness rate* Statistical test
very I slightly not .
group useful | A patients (%) | (z%)
useful | | useful useful | |
e ——— —+— - -— — :
L 4 28 § 4 1 37 | 32/37 (865) | NS
H 2 35 1 1 39 37/39 (949) 0342
0 8 1 27 3 3 Lo 35/41 (85.4) P

*Usefulness rate: (very useful + useful) /No. of patients, NS: no

PER ORI 7 D ST 2 2 LT LA,
01> OFLX O A7 %)% 88.4% 3 Z MMM TH D & £
A (A

MR TIE, BRMEHESIRZZ/MET, |
b D H. influenzae (24 t%), S. pneumoniae (16
¥), M. (B.) catarrhalis (9 #), P. aeruginosa (6
) THO, MYEIEEEIT B T BERUE A <
Bk R ST L MDA L Do 70 MR %) R

t significant

(X, L 75.0%, H# 93.3% L0 8 85.7% L 3
HERTHEEEALORZVLOD, HHETL-ELH
Wil 2RI,

HITEM OBIEIZ L 8 26%, H B 73% X0 0
£ 9.1% THH, 3HMIHAELEIAON LD -7,
EMOWNEIR, EICEkoF s oy Kioabh b ik
kR, WAL R X O M R BUEIRT, R LEIE
Moo F2EMICBVWTHESER T (dik) 5
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WIRARICXVERDHEREMBLL, BMEREMR
HEDHOREXE L, LM 51%, H#H 51% BLUV O
®49% THH, 3 HMICHERZRBDONL Y o7,
REEHONEIL, FMRME, GOT: ALP O LRAT
Y, TRTOHBCEWTERICLAXALALD
OTHENCHEE22bDR 27, WEM, B
KREBMAVNEDZRNRLTHELARSHE, L &
94.9%, H® 872% XU O # 85.7% NERLXRTH
D, SMMICABREZRALN RN o7,

BEMRBIVREBEMR L THE SR
3, L#86.5%, H¥ 949% B O # 85.4% DA
AETHY, SEMNTHEZRAONE» o242, H
BTLo L bROARENREN,

DEORRIY, BABEAERREICHLTTIRTO
FEHET I HMICAHABRENR O o tb oo,
GPFX 300 mg #¢5-%i3, GPFX 200 mg#x58% Y
BEREY R, MEFNHRLOTFICHAEOHTRVE
HE, HEE, FHEIREN COZLhH, B
B3 BAYE IS 95 GPFX O F#H &, 11 300 mg
1 H1EBEOHRSARYTHLEHNL, BKBIH-
EERAEBRARICBVWTESICRFZT I HMEIAH 2
borEZLNI,

X [y
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A dose-comparison trial to establish the optimal dose of the new quinolone synthetic antibacter-
ial agent grepafloxacin (GPFX, OPC-17116) in the treatment of respiratory infections was conduct-
ed in patients with chronic respiratory tract infection, using ofloxacin (OFLX) as the control drug.
The efficacy, safety, and usefulness of GPFX 200 mg q. d. (Group L) were compared with GPFX
300 mg q. d. (Group H) by the double-blind method, and each dose of GPFX was compared with
open-label treatment with OFLX 200 mg t. i. d. (Group 0). As a rule, treatment was continued
for 14 days. It was judged that 121 of the 127 patients enrolled (37 in Group L, 41 in Group H,
43 in Group 0) were capable of being evaluated for efficacy.

1. Clinical efficacy:

The clinical efficacy rate was 89.2% (33/37), 97.6% (40/41), and 88.4% (38/43) in Groups L, H,
and 0, respectively. No statistically significant differences were observed among the 3 groups.

2. Bacteriological efficacy:

The bacterial eradication rate was 75.0% (15/20), 93.3% (14/15), and 85.7% (18/21) in Groups
L, H, and 0, respectively. No statistically significant differences were observed in the 3 groups.

3. Safety assessments:

In Groups L, H and 0, the incidence of adverse reactions was 2.6% (1/39), 7.3% (3/41) and
9.1% (4/44), respectively, and the incidence of abnormal laboratory findings was 5.1% (2/39),
5.1% (2/39), and 4.9% (2/41), respectively. There were no statistically significant differences in the
incidence of adverse reactions or abnormal laboratory findings in the 3 groups.

4. Usefulness:

The usefulness rate was 86.5% (32/37), 94.9% (37/39), and 85.4% (35/41) in Groups L, H, and
0, respectively. No statistically significant differences were observed in the 3 groups.

These findings demonstrated that 300 mg q. d. is the appropriate clinical dose of GPFX for the
treatment of respiratory infections.



