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DOUBLE-BLIND TRIAL OF KW-1062 AND GENTAMICIN IN
CHRONIC COMPLICATED URINARY TRACT INFECTION

Joji Ismicamr and Teruo Fujir: From the Department of Urology, School of Medicine, Kobe University

Yoshiaki Kumamoro and Shinichi Mrvamoro : From the Depariment of Urology, Sapporo Medical College
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University :
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Kosaku Eto and Shigeru MivaHara : From the Department of Urology, School of Medicine, Kurume

University

Kenichiro Oxamoro, Yoshitada Our and Takashi Kawaara : From the Department of Urology, School of

Medicine, Kagoshima University

Kazue Ueno and Kunitomo WATANABE : From the Institute of Laboratory Anerobic Bacteria, School of

Medicine, Gifu University

Junpei Ixepa and Yasuhide Saxamoro: From the Faculty of Technology, Osaka Electric-Communication

University Controller

Fumio Mixkr : From the first Department of Internal Medicine, School of Medicine, Osaka City University

In order to examine effectiveness, safety and usefulness of, KW-1062, a new aminoglycoside anti-

biotic, it was compared with gentamicin (GM) for treatment of chronic complicated urinary tract

infection in a double-blind trial.

KW-1062 was administered to hospitalized adult patients at the dosage of 120 mg b.i.d. for five

days. GM was administered to hospitalized adult patients at the dosage of 60 mg b.i.d. for five days.
The number of evaluable cases was 105 for KW-1062 and 95 for GM, and the results obtained were

as follows.

1) No significant difference was observed between the KW-1062 group and GM group in various

background factors related to the characteristic of patients.

2) KW-1062 showed a significantly higher rate of efficacy on bacteriuria and overall clinical

efficacy (p<<0.05).

3) Side effects and abnormal laboratory findings occurred at a low frequency in both treatment

groups, and there were no significant differences between both groups.
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Table 1. Collaboration institutes.
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Department of Urology, School of Medicine. Tokai Univer sity
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Fig. 2. Ciriteria for evaluation of efficacy on pyuria.
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Fig. 3. Ciriteria for evalution of efficacy on
bacteriuria.
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WO HB s L8 o 7o AR R
BICT p<0.05 &L p>0.05 D& i3 N.S. (not
significant) &EIU 7225, 0.05<p<0.l DBPAIES
BLUTHOE 2T
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1. #&aTaEfl

SEEOHIELIL, Table 2 ([WRT L 510244
BT, I - BAEEEE D44B] % RN 2006 25
FHE B X G AEHERN oG E L. ZORER
13, KW-1062 8105450, GM BISHITH »7z. B
BILUBARIHHBCEROZIBDL s b -
1. BigEs & CBA DR D s 4B Table
SITRLIZ. #3370 b OUIRKEERIA B 104/ml R
DOBNBITH 1z, B X BN EROERCEL
MEMICEEOZERRED b7,

Table 2. Patients treated with the test drng.

Total Patients excluded Patients
ota .
. Drop out  from the evatuation evaluated on x* test
patients
on effectiveness effectiveness
Kw- 1062 i23 3 5 105
NS,
GM 21 4 22 95
SUM 244 7 37 200

Table. 3. Reason for drop out and excluded cases.

KW-1062 €] % test
Violation of dosage schedule | !
H
o No data indispensable for evaluation i 2 N.S.
8
[ .
Concurrent therapy with other antibiotic | i
Acute simple UT) | 4
Pyuria less than 5 cells/HPE | 1
s
2 Bacteriuria less than 10' cells/mi 9 L] NS,
o
Monilial infection 1 i
Pretreatment with antipseudemonad agents 3 2
¥ test N.S.

2. BHEAET

FRHEL L CERHEMEDORS & 3 iz KW-
1062 B10541, GM EISFHZ W TEEZEOEFRRTF
g U Table 4 iR ZR LI

HERITIIFE & 3 BEENE {, FH TR0 LD

BEREVZOPTEEICHEOZERED 6 Vzh- 1.

HEEmE E 3 50kg DLk 60 kg Rifinsd { WIALRNIC
HEOZZBD I o100 20O, BRI, B
2, UTT Bt (B TR U IR
HFEE, Bl-BERsLOHEBEY 7 -7 VDR
FRIDEFBCHHICERDOREZBD ah 1. B
YUEOERERE IINE & BRI CIERICER

DEZBDISHroT. BEIZWEEE & b Pseudomonas
/&, Proteus [8, Serratia [, E. coli 3% FIBARYE
PETHY, MHEOOMEEICEROEZRBD IS
17, BAEBEILDWNEUZL, Pseudomonas J&, Proteus |&§
& BV Serratia &% & Lo EREHILS, KW-10628

Table 4. Bacground characteristics (1-1).

Characteristics KW-1062 GM Statistical analysis’t
Male 81 78
Sex N.S.
Female 24 17
=18 [ i
20—29 5 2
30--3% 3 3
4043 H [
Age (yrs.) N.S.
50—59 12 14
60—69 30 22
70—79 33 29
=80 4 15
=39 3 3
= 40—< 50 33 26
Body weight
50—
(k) <50 46 42 N.S.
%60—<70 21 H
z70 2 3
*

x?test or FISHER's exacttest

Table 4. Bachground characteristics (1-2).

Characteristics KW-1062  GM Statistical analysis *
Kidney 30 23
Site of Bladder 58 53 NS,
infection
Prostatic bed 7 19
Pyelonephritis 30 23
Diagnosis N.S.
Cystitis 75 72
i st group
- Catheter indwelt %0 3
g 2nd group 12 1
% Post prostatectomy
% 3rd group 16 m
Type of @ Upper U.T.L NS
infection 4th group 21 i2 s
Lower UT.L
g
£ 5th grou? W 7
2 Catheter indwelt
3 6th group ) 15 10
£ No Catheter indwelt
Single or Single 79 78
mixed NS
infection Mixed 26 17
Not indwelt 64 S0
Catheter N.S.
indwelt 41 45

* yZtest or FISHER'S exacttest
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- Table 4. Background characteristics (1-3).

Characteristics KW-1062 GM Statistical analysis’l
Severe 14 2
Severity Moderate 64 59 N.S.
Mild 27 24
Pseudomonas 14 18
Proteus 10 7
Serratia 20 20
Organisms Enterobacter 4 i0
isolated
from Klebsiella 7 4 N.S.
i f
fr'.l';fm?nf © Gtrovacter 4 4
Acinetobacter
E. coli_ 17 12
Others 3 3
Mixed 26 17
L 3 34 26
Grade of * 3 4 NS
pyuria + 25 22
- 12 6

¥ x2test or FISHER's exacttest

wehzEh 7, 3, 71741, GM BizzhFhs,
7, 1EH13H1Ca b 2 OMBEABRYUER 22D 5765
BCHEBDERZRADI -1 BENBROBEDYD
TR E JIC(FBUEBIEZEAETH H 2DHER
BEZ2WDzh- 1. BEGLT MIC oflEsh
7o ERIE KW-1062 BEG658, GM BT6METH -
7z, PR 108/ml DR % Table 5 {ITRL,
108/ml DRSS % Table 6 KR LTz, W3FHho
BEEEEIRBNT § KW-1062 B 1F GM B
Hicxhd s KW-1062 1318 GM o MIC 2
ETHERCEROERRD b -T2, sy
% 6.25pg/ml DT E 12,5 pgfml B 3k 12,5
pglml PITR & 25 pg/ml DL ECXDY URE L 1225TEE
Bz MIC O BEBRDOEZHBD L h -7z,

EREEOHBEIC OV TOME#EES2 Table 7 1
RUTC. WEEE I RIEAE, S X e
I AEBERTH D, ZOMOEBEREZEZDIIY
HHERAEE TEREOEXTD .

PLEHID A stz 241 (KW-1062 B : SBPC,
GM E : CEX) 51 OEERT - BOMBHELZ 5 -
TORVERBEEE 2k, REMNOEKRRERD
EEBXCREONTHE 2 L, Table 8 itiEH
BRUI. IEEDHOVEREROMEL, SO
b N Z ORIMEMEOBREETERER 2?22 L
TRO U, EBABABEOER « BEONMEE CIam

BECEBOZERZED IS -1

Table 5. Background characteristics (2).

Characteristics KW-1062 GM x2test
=0.78 i5 I
1.56 12 il
3.12 6 10
MIC. (ug/mi) 6.25 4 6
of KW-1062 12.5 5 6 N.S.
10%/mi 2 N |
50 5 9
100 5 2
> 100 9 13
S0.78 16 13
t.56 12 I
3.12 5 8
MiC. (pg/mi) 25 3 8
of GM 12.5 10 5 N.S.
10%/ml 25 8 6
50 | 5
100 5 4
> 100 5 9

Table 6. Backrground characteristics (3).

Characteristics KW-1062 GM xtest
=0.78 10 8
1.56 H
3.12 9 0
M.IC. (pg/mi) 6.25 8
of KW-1062 12.5 | 6 N.S.
10%/mi - 5 2
50 8 7
100 6 5
> 100 A 15
=0.78 10 8
1.56 12 12
3.12 6 6
MLC. (pg/ml) 6.25 8 6
of GM 12.5 5 10 N.S.
10%/ml 25 9 7
50 6 3
100 3 6
> 100 8 1l
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Table 7. Background characteristics (4).

Characteristics KW-1062 GM 2 test
Tumor 25 29
Calculus {3 13
BPH 35 36
Underlying Ureter or wurethral stricture 13 8 N
diseases Neurogenic bladder 7 6 -
Hydronephrosis 4 o
Fistulas 2 |
Others 3 2

Table 8. Background characteristics (5).

Total No. Laboratory findings
Drug Statistical analysis *

of cases  Normal  Abnormal

KW-1062 118 63 55

rBC N.S.
oM 113 55 58
KW-1062 118 72 4%

" NS
M 113 58 55
KW-1062 118 73 45

" N.S.
aM 12 63 43
Kw-1062 118 82 36

WBC NS
oM 113 89 24
Kw-1062 117 107 e

cor NS
M 115 103 12
KW.1062 116 105 I

. NS
M 113 100 13
KW-1062 114 92 22

ALp N.S.
GM 14 87 27
KW-1062 118 98 20

BUN NS
GM 115 97 18
KW-1062 07 101 6

Creatinine NS
aM 104 94 10

* x*test and FISHER's exacttest

3. FEGPRRKER

BB s OFATE RN, FRDBIE S & OBl
RO KW-1062 BE10551, GM BE9SHITH 5.

IR DBEFED 5 5 y>test 5L ¥ Fisher’s
exact-test {ITIWVLTIE, BBIRICH$ 230813, ER
b BEERE, MERCHT 25081, Bt R
D LR - R b R ERIRERHIEIT N T
13, R BYHEED (BREHETIIR0EW LS
) KZERENXSL, R, R e
(=20) - FE (<20~=<40) - F9°% 9 (<40~=60)
« i (<60~80) - FERICTHRH (<80~<100) iT
Xy UMGE Uz,

1) BRCHT 25%

BRIRICH4 245 % Table 9 TR LIz, ER{LE

13 KW-1062 8% 28.6%, GM B£24.2%, RZEHE ik
KW-1062 #£56.29, GM B61.1%TH b, BRICH
T A%, AERICEROZERZRED ol

Table 9. Efficacy on pyuria.

{ )%
Cleared Decreased Unchanged Statistical analg;ns*
30 16 59
KWIEZ  (25.6)  (15.2)  (56.2)
N.S N.S.
23 i4 58
M (24.2) (147 (6I.1)
*a) RANK SUMtest b) x2test and FISHER's exacttest
0 50 100%
KW-1062 ;‘1;
aM =|
[Jcieared [ Decreased B Unchanged

2) MERICTT 25558

BRI 2508 % Table 10 IWRU Tz ML
3 KW-1062 8% 50.59, GM B 34.7%, &b+
BWAEIZ KW-1062 BE53.3%, GM B36.8%TCHh b,
EOMEFEIT BT § p<0.05 Dk#EIRT KW-
1062 OFPHRIE GM BHCHERL, FEITT SN
%73‘@“37:-

Table 10. Efficacy on bacteriuria.

( )%
Statistical analysis*
Eliminated Decreased Replaced Unchanged ) b))’

53 3 5 34
KWI062  (sp5)  (2.9)  (14.3)  (32.0)
P<0.05 P<0.05
o 33 2 19 4
(34.7)  (2.1)  (20.0) (43.2)

*a) RANK SUM-test b) x?test and FISHER's exacttest

0 5‘0 | 90%
am g

[T Jeliminated [F7E] Decreased 5] Replaced
Unchanged

KW-1062

3) MREEREHm
WREEERSIE % Table 11 (TRUI.. FHXR I
KW-1062 #21.0%, GM #1318.99%, Z3)+-H3%
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Table 11. Overall clinical efficacy judged by ““UTI KW-1062 #£51.7%, GM #32.1%Cd» bh, KW-1062

clinical efficacy evaluation criteria’. PEE (p<0.05) 1TF CHIEETH -T2, 7335,

()% SR IO 2 2
Excellent  Moderate Poor Statistical analysis* H%%b)@*%ﬂfﬁODﬁ{ﬁU@%émﬁ;ﬁixj%m, %}j}—kﬁﬁ(ﬂ

(or Failed) a) b) #ix KW-1062 #f£58.6%, GM E£39.6%Tdh 53,
w10z oy o) 0.05<p<0.1 ThHY, ZOHD EIEEICHATH

8 2 s o TR TR ORI BDOERBD L -1z
M (18.9)  (23.2)  (51.9) -
by . G5 6 /N,

a) RANK SUMtest  b) x?test and FISHER's exacttest 1~ 6 EHOEBRBEBICEINL, TR2HE LR
% Table 14 [TRUTz. ABOBRICHTAHRITS
50 100% T, IEREAL+-HERE KW-1062 8852.49, GM &

7% TH Y, GM OIERPBFEICE S - TV,
Z Dt OENEHE TRMAFHOYRICERDOERTD S
otz

RERER O L FREBJUCEN L TR %
B Ui % Table 15 R LTz, BB DIER

L

KW~I062L ]| [
w 1]

_—

[Cexcetlent [ IModerate [_JPoor (or Failed) TOMBERICHET 2381, BB X T KW-1062
i, KW-1062 #£59.0%, GM B42.1%THbH, RE Table 12. Overall clinical efficacy judged by
FEERZIEE I KW-1062 BEpsEE (p<0.05) w3 h physicians in charge.
RERTH-T. (%
o —
Eﬁ%@&ci 5%)3{5&%%*“%% Table 12 M—ZT‘ Uiz, Excellent  Good Fair Poor Sta:)St'cal anag))/ss
Z) ZhaR - 22 34 20 29
FHH+HHHIE KW-1062 3 53.3%, GM #484% KWIBZ (570)  (32.4) (19.0)  (21.6)
Thh, MREREEOZEZ2BDEh-10. o " 2 - w NS
DEIC, WRIL CMBERICTT S8 L B ARIR 1D @9 D @9
%h Hp @%%ﬂ A7, %lﬁfﬁﬁﬁﬁ, ﬁéﬂi . ﬁé’)@ﬁé, %E *a) RANK SUM-test b) x%test and FISHER's exacttest
HT =T AOH - i, WX MIC 5B E , © 05
y 1 °
U, BRE X OWERICTT 28R, 3 5 1ICREEKR
R R L. KW-1062
Lo ERGUEAL B FREH R
RGN 2T, Bk X RINLIRAR E XL, R M
st U TokEE % Table 13 1R Uz, BEBEDSERZLER
'ﬁZO)EWu &S \Tmﬁﬁ&lﬁbf; K%‘[ﬁ'ﬂﬁﬁ&i Kw- [Jexcellent [ Good = [
1062 #50.0%, GM B 32.1%, EEl+E DRI =l Poor
Table 13. Clinical efficacy classified by site of infection.
Efficacy on pyuria Statis-. Efficacy on bacteriuria Statis»‘ Overall clinical efficacy S(atis-‘
Site of infection Drug tical tical tical
Cleared Decreased g:‘anged analysis  Eliminated Decreased Replaced g;:‘anged analysis  Excefient Moderate (orPFoa!:lred) analysis
KW 8 5 17 15 2 4 9 6 13 1"
toe2  (26.7)  (16.7)  (56.7) (50.0) (6.7) (13.3) (30.0) (20.0)  (43.3). . (36.7)
Kidney N.S. N.S. NS
oM 4 4 i5 10 2 4 7 4 8 1
(17.4)  (17.4)  (85.2) (43.5) (8.1)  (17.4) (30.4) (17.4)  (34.8) (47.8)
Kw- 21 7 30 29 | 9 19 15 19 24
1062 (36.2) (r2.1) (SN (s6.0) (1.7} (i5.5)  (32.8) y (B9 (28 (a1.0)
Bladder N.S. P<0.05 NS,
oM 14 7 32 17 0 10 26 1 10 32
(26.4) (13.2) (80.4) (32.1)  (0.0) (18.9) (44.8) (20.8)  (18.9)  (60.4)
Kw- | [ 12 9 [ 2 6 1 8 8
1062 (5.9) (23.5) (70.6) (52.9) (0.0) (11.8)  (35.3) (5.9 (a.1) (47.1)
Prostatic bed N.S. N.S. N.S.
o™ 5 3 1l 3 0 5 8 3 4 i2
(26.3) (15.8) (51.9) (3t.6)  (0.0) (26.3) (42.1) (15.8)  (21.4)  (83.2)

*a) RANK SUM-test b) x*test and FISHER's exacttest
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Table 14. Clinical efficacy classified by type of infection (1).
(%
Efficacy on pyuria Slahs»‘ Etficacy on bacteriuria S(atls. Qverall clhinical efficacy S(ans‘
Type of infection Drug tical tical tical
Cleared Decreased o o AN3YSS  Erinated Decreased Replaced hangeg 2129%S Excellent  Moderate (or ot gy analvsis
K- 10 3 07 8 0 10 12 4 9 17
1062 (33.3)  (10.0)  (56.7) (26.7)  (0.0)  (33.3)  (40.0) (13.3)  (30.)  (%6.7)
! st group NS NS NS
Catheter indwelt o 5 2 28 g \ q i3 3 10 25
(15.8) (10.5) (13.7) (23.7) (2.6) (23.1) (50.0) (7.9 (26.3) (65.8)
KW, ! 2 g 7 0 H 3 t 3 5
2 nd group 1062 ( 8.3) (16.7) (75.0) (58.3) (0.0} (16.7) (25.0) ( 8.3) (50.0) (41.7)
. Post NS NS NS
S prostatectomy M 5 2 10 5 0 4 8 3 3 1)
9 (29.4) (1.8} (58.8) (28.4) (0.0) (23.5)  (41.1) (7.6} (17.6)  (8A.7)
]
« K- 5 2 9 12 | 0 3 5 8 3
P oa aroup 1062 (31.3) (12.5) (56.3) (75.9) (6.3) (0.0 (18.8) (31.3) (50.0)  (18.8)
B Jpper ol NS N.S. . s NS,
oM 2 2 7 [ ) 2 4 42 6
(18.2)  (18.2)  (63.6) (36.4)  (9.1)  (18.2)  (36.4) (18.2)  (27.3)  (54.5)
KW- 8 3 10 15 [ ! 3 8 9 4
1062 (38.1)  (18.3) (47.8) a)  (718.2) (4.8) (4.8 (143 (38.1) (429 (19.0)
4 th group P<0.05 NS NS
Lower U.TL ™ 8 3 | 9 0 0 3 8 ! 3
(66.7) (25.0) (8.3) (75.0) (0.0) (0.0) (25.0) (66.7)  (8.3) (25.0)
KW- 3 3 5 3 0 i 7 [ 2 8
1062 (27.3)  (27.3)  (45.5) (27.3)  (0.0)  (9.1) (63.6) (9.1 (18.2)  (72.7)
5 th group NS NS NS
5 Catheter indweit |
2 M ) 2 4 2 o 1 4 1 5
S (18.3) (28.8) (57.1) (28.8) (0.0) {12.3) (57.1) (14.3) (12.3) {71.4)
£
- KW- 3 3 9 7 1 I 6 3 5 [
2 6 thgroup 1062 (20.0) (20.0) (60.0) (46.7) (6.7) (6.7) (40.0) (20.0) (40.0)  (40.0)
= No catheter N.S. NS, NS
indweit oM [ i 8 4 0 3 3 ! 4 5
(19.0) (10.0} (80.0) {40.0) (0.0} (30.0) (30.0) (i0.0) (40.0) (50.0}
* a) RANK SUMtest b) x*-test and FISHER's exacttest
Table 15. Clinical efficacy classified by type of infection (2).
( )%
Etficacy on pyuria Statis-‘ Efficacy on bacterivria Statls—. Overall clinical efficacy Stahs‘
Type of infection Drug tical tical ticat
Cleared Decreased tL:jQ.anged analysis  Eminated Decreased Replaced grr:;anged analysis  pycellent Moderate (O'PF";L:G) analysis
KW- 24 10 45 43 2 13 2! a) 18 32 29
1062 (30.4) (12.7)  (57.0) (54.4) (2.5) (16.5)  (26.6) P<0.00 (22.8) (40.5) (36.7) ab)
Singie N.S. P<0.05
oM 21 1 46 27 2 15 34 b) 16 17 45 :
(26.9)  (18.1)  (59.0) (34.8) (2.8) (19.2y  (43.6) P<0.05 (20.5) (21.8) (57.7)
KW- 6 6 14 10 ! 2 13 4 8 4
1062 (23.1)  (23.1)  (53.8) (38.5) (3.8) (1.7 (50.0) (15.4)  (30.8)  (53.8)
Mixed N.S. N.S. N.S.
oM 2 3 12 3 0 4 7 2 5 10
(t.8)  (17.8)  (70.8} (35.3) 0.0) (23.5)  (4t.) (11.8)  (29.4)  (58.8)

* 3) RANK SUM-test b) x 2test and FISHER's exacttest

54,495, GM B 34.6%, pab{b+mP®=ET KW-
1062 #$57.0%, GM E37.2%Cah b, KW-1062 Bf
DOFEHMAEZ (Rank SUM-test p<<0.01, »* 8L
Fisher’s exact-test p<<0.05) T3 NIE L TH -
7o BU L BHEBE T ORISR, EHx
Tz KW-1062 B£22.89%, GM 8:20.5% &= %30
RS, EHERET KW-1062 #£63.49, GM
B49.3%TCh b, KW-1062 DOZEIEE (p<0.05)
CE X -T2 ZOMERIEE SO TIHEOSR
CEHBOZEZBD Iz -1z,
EEREHOEEY T —7 0D [H 8L 0 [#]

WEB USRS Uiz ER% Table 16 TR L.
HEHn T ~7 0 [H] OREFITCORRITT A3HRIC
BOTIERLR: KW-1062 2£31.7, GM #£15.6%,

EEL-BER KW-1062 8 46.3%, GM #26.7
Thbh, MHEKER (p<0.05) OE2BDIz. *
T, BT ~Tov TE] DEMTIE, MRS
LRI T B KW-1062 #65.6%, GM
B 41.0%, B KW-1062 $£70.39%,
GM B 460%THY, HREBEBERPRITBOTIEY
+EER I KW-1062 #871.9%, GM B 50.0%Tdh
h, g KW-1062 OFhEPBEE (p<0.05) iz
TN RTH - 72
SRR TR

B 2 B YWER TlL, Pseudomonas &, Proteus
&, Serratia §&, Enterobacter [@, Klebsiella &, Citro-
bacter-Acinetobacter [& (Citrobacter & : KW-1062 £f 2
Fl, GM EE3l, Acinetobacter J& : KW-1062 E% 2

i,
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Table 16. Clinical efficacy classified by catheter indwelling.

{ )%
Efficacy on pyuria Statis»* Efficacy on bacteriuria Statis-. Overall clinical efficacy Statis».
Catheter Drug tical ticat tical
Cleared Decreased ggénged analysis  Fliminated Decreased Replaced Br?‘anged analysis  gycellent Moderate (orPF":i{ed) analysis
Kw- 13 8 22 il 0 11 19 5 [l 25
1062 (31.7)  (14.6)  (53.7) ) (26.8) (0.0) (26.8)  (46.3) (12.2) (26.8) (61.0)
Indwelt pP<0 35 N.S. NS.
oM 7 5 33 : 1 1 10 23 4 1.4 30
(1s.6)  (11.1)  (73.3) (24.4) (2.2) (ez.2)  (51.1) (8.9 (28.4) (86.7)
KW- 17 10 37 42 3 4 15 7 29 18
1062 (26.6) (15.6) (57.8) {65.6) 1.7 (6.3) (23.4) (26.6) (45.3) (28.1)
Not indwelt NS. pelit) oty
GM {6 3 25 22 t t] 18 : 14 1 25 )
(32.0) (18.0) (50.0) (44.0) (2.0) (18.0) (36.0) (28.0)  (22.0) (50.0)
* a) RANK SUMtest b) x®test and FISHER's exacttest
Table 17. Clinical efficacy classified by bacteria.
( )%
* * N *
Etficacy on pyuria Statis: Efficacy on bacteriuria Statis- Overall clinical efficacy Statis-
Bacteria Drug tical n tical Poor ticat
Cleared Decreased analysis Eliminated Oecreased Replaced analysis Exceflent Moderate . analysis
changed changed (or Faited)
KW- 4 2 8 4 0 2 8 2 3 9
. . . . . 4. 7.} 14.3 2. 4.3
Pseudomonas 1062 (28.8)  (14.3)  (57.1) (28.8) (0.0) (143} (57.1) NS, (14.3)  (21.8)  (64.3) NS,
oM ? 2 9 5 0 ! 12 4 2 12
(38.9) ) (50.0) (27.8) (0.0) ( 5.6) (66.7) (22.2) [QEIRD] (66.7)‘
Kw- 4 i ] 4 0 3 3 3 2 13
101 . . . . . . . . .
Proteus 62 (40.0)  (10.0)  (50.0) NS, (40.0) (0.0 (30.0) (30.0) NS, (30.0)  (20.0) (50.0) NS
oM 2 0 5 4 0 i 2 2 2 3
(28.6) (0.0) (1n.4) (57.1) (0.0) (14.3) (28.6) (28.6) (28.6) (42.9)
KW- 4 ] 13 6 1 4 9 3 ] 12
0 . . . . . . . .
Serratia 62 (20.0) (0.0) (80.0) NS, (30.0) ( 5.0) (20.0) (45.0) NS, (15.0) (25.0) (60.0) NS
oM 2 5 3 3 0 4 13 ! 3 15
(10.0) (25.0) (65.0) (15.00  (0.0) (20.0) (65.0) (5.0) (i5.0) (80.0)
- KW- o i 3 2z | ) 1] 0 3 |
2 10 .0 25. 75.0 50.0 . 25.0 .0 0.0 75. .
2 Enterobacter 62 ( 0.0) (25.0) (15.0) NS, ( y  (25.0) ( ) (0.0) NS ( ) (5.0 (25.0) NS
2 oM 2 2 6 3 i 3 3 2 3 5
£ (20.0) (20.0) (60.6) (30.0) (10.0) (30.0) (30.0) (20.0) (30.0) (50.9)
» KW z i ¢ 5 ¢ [ i i 5 i
€
N 10 . 14. 57.1 71.4 . 14.3 4. 4.3 Ti. 4.
B Yevsiella 62 (28.6) (14.3) (57.4) NS, ( ) (0.0 ( } (14.3) NS ( ) (71.9) (14.3) NS
oM 2 0 2 2 0 2 1) 2 0 2
{50.0) (0.0 (50.0} (50.0) {0.0) (50.0) (0.0) (50.0) (0.0) {56.0)
Citraact KW 1 2 | 3 0 1 0 1 2 1
"‘;“ ¢ W6z (25.0)  (50.0) (.0 o (15.0)  (0.0) (2.0 (0.0 o (%0 (0.0 (50
: 0 2 2 ! 4 0 3 ) 0 [ 3 )
Acinetobacter B ( g0y (50.0)  (50.0) 250 (0.0 (0.0  (15.0 (0.0) (50 (5.0
Kw- 7 3 7 i7 0 0 1] 7 10 o
1062 (4r.2) (17.6) (41.2) (100.0) (0.0) (0.0 (0.0 a) (41.2) (se.8) (0.0
E. coli N.S. _ NS,
oM 5 0 7 9 0 3 0 P<0.05 s 4 3
(41.7) (0.0 (58.3) (15.0)  (0.0) (25.0) (0.0) (a1.7) (33.3) (25.0)
KW- 2 0 | 2 0 | 0 t 2 0
104 . . . 7 . . . . . .
Others 62 (SGI 7) ( UDU) (3323) NS (Gﬁu Y ! OI 0) (33| 3) ( olo) NS (3303) (6527) { 0]0) NS
GM
(33.3) (0.0) (66.7) (0.0) (33.3) (33.3) (33.2) ( 0.0) (66.7) (33.3)
KW- 2 2 3 2 0 [ 5 i 1 5
Pseudomonas + @ 062 (280 6) (28I 6) (ﬂ24 9) NS (28| 6) ( tLO) ( 0l 0) (7I34) NS (I:C!) (|4|.3) (7|‘ 4) NS
M
(0.0) (20.0) (80.0) (20.0) (0.0) (20.0) (60.0) (0.0 (20.0) (80.0)
KW. 2 0 i 2 0 0 | 2 0 |
5 Frotessta 1062 (66[.7) ( 0‘.0) (335.3) NS, (664.7) ( 00.0) ( 0‘-0) (332.3) NS, (661‘7) ( 03.0) (3353) NS
S GM
%’ (14.3) (14.3) (7.4) (57.1) { 0.0) (14.3) (28.6) (18.3) (42.9) (42.9)
- K I 3 3 2 0 1 ] 0 3 4
o I
£ Serratata o2 - - —
= aM 0 0 | 0 0 0 I 0 [ I
Kw. i 1 7 4 | i 3 1 4 4
10 . 1. . . . s . .
Others 62 (H1.1) () (77.8) NS (44.4) {(1t.1) (i (33.3) NS (i) (44.4) (44.4) NS
I | 2 1 0 2 | 1 | 2
(25.0) (25.0) (50.0) (25.0) { 0.0) (50.0) (25.0) (25.0) (25.0) (50.0)

* a) RANK SUMtest

b) x?*test and FISHER's exacttest
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Table 18. Cilinical efficacy classified by sensitivity of bacteria.
( )%
Efficacy on pyuria Staﬁs_‘ Efficacy on bacteriuria Stat\s-‘ Overall clinical efficacy Statns-‘
M'L%’;‘g/ml) Drug tical : tical tical
Cleared Decreased Lc’lrrm‘aﬂged analysis  Fliminated Decreased Replaced Lchr:'anged analysis  Eycellent Moderate (orPlgac:I'ed) analysis
Kw- i5 6 21 29 0 7 3 13 18 il
162 (35.7)  (14.3) (50.0) {69.0) (0.8} 8.1y (18.3) ) (31.0) (42.9) (26.2)
si2.5 N.S. p<s.08 N.S.
oM 17 4 24 21 1 8 15 : 14 10 21
y (37.28) (8.9} (53.3) (46.7) (2.2) (17.8) (33.3) (31.1)  (22.2) (86.7)
108/ mi
Kw- 7 1 15 6 2 5 t0 3 8 12
1062 (30.4) (4.3} (85.2) (26.1) 8.7 (21.7) (43.5) (13.0)  (34.8)  (52.2) 5
22 NS, NS. P<0.05
- | 5 18 H i 5 16 0 4 20 .
(4.2) (20.8) (75.0) ( 8.3) (a.2) (20.8)  (86.7) (0.0 (16.7)  (83.3)
KW- 15 4 15 26 0 5 4 a) 13 15 7
1062 (42.9) (11.4) (45.7) (74.3) (0.0) (1a.3)  (11.4) P<0.01 (37.1) (42.9) (20.0) b
5125 N.S p<0.05
o™ 14 4 24 13 ! 8 14 b) 12 10 20 .
(33.3) (9.5) (s51.1) (45.2) (2.4) (19.0) (33.3) P<0.05 (28.6) (23.8) (47.6)
10%/mi
KW 1 3 20 9 2 7 12 3 i 16
1062 (23.3) (10.0) (66.7) (30.0} (6.7) (23.3) (40.0) (10.0) (36.7) (53.3)
z25 NS N.S N.S
o 4 5 18 4 | 5 17 2 4 21
(14.8) (18.5) (66.7) (14.8) (3.7 (18.5) (63.0) (7.4) (14.8) (77.8)

* a) RANK SUMtest b) x?-test and FISHER's exacttest

B, GM BE14), Ecoi 3102 DMOEE
(S. epidermidis : KW-1062 B2 51, GM E 14, S
Saecalis - KW-1062 #8145, GM Bt 1 §ll, Micrococcus:
KW-1062 #1480 iEBL, B&BRREH T
Pseudomonas &, Proteus [&d A\ M3 Serratia EDU
NhzEl D& ZOMOBEEILL 5 § OIKEH LT
RS U iiEsE% Table 17 iR U, E.oli T
OMERICHT 2505, it KW-1062 #
100.0%, GM E75.0%Ta b, MBEHIKCER (p<
0.05) OEHBEY bz, ZOMOBEE TOMBERIC
st 255, BIERGLEI D Proteus [BRER L TXT
OEE L ST KW-1062 23 GM B
BNENMETH -8, WEHICEROZIFD LN
ehols. ITREBMADRICWT S mERICER
DEEBD HNIZVDS,  Proteus BRERL TXTOH
EeER+auh=iz KW-1062 s GM Eict~Ng
WMETH -7z, BIRICN S 2 FRIETEEICERDOZE
DT EEOL 5 —FEOHA R 6Tz
iv. R RIS

BOMBIMWIT 3T 5 TEEE O Z #: 2 MIC 12.5
pgiml BT & 25 ug/ml P RWCBH L TR PRI L
1o fEFR % Table 18 woRLic, BEEES 108ml o
e, MIC p3 12.5 pg/ml DT OEFNCHBNT, #
BRI 3 el b3 KW-1062 & 74.3%,
GM E48.0%Th b, KRAHRIRD Z+HLE
13 KW-1062 #£80.0%, GM Ef52.49% & HiEIcE
B (p<0.05) OERZD KW-1062 OFEIS <
Tz,

F 1z MIC 23 25 pgfml Pl LDEEFHTISUVT, HEH
Riesdd 2386 X REERDEE, WHEICER

DERRDITN DO, Bt +EdERIE KW-1062
#36.79%, GM Bf18.5%, ZEF+H= 1 KW-1062
®46.79, GM B22.29% + KW-1062 Oihfpid <&
NTOAERETH -7z (0.056<p<0.1).

HRREEY 106/ml O B4 3 MIC 25 12.5 ug/ml
LT OEFIOMBERICST AR HE 2 5 i MIG 23
25 pgjml Pl R OREFI OB ETEREIRIZ, KW-1062 %3

5% (p<0.05) WIS NIHERTH » 12 F17,
MIC 5 12.5 pgjml DITFOREGFICIST 2 & 1 K%
Rz 50T MIG %5 25 pg/ml LI EDEFICIS T Bl
BRICS 220542, WIhd KW-1062 Epsd
DTV, MBEMICEROZERED I -T2 (0.05
<p<0.1). BRITH T AEFITHEMEDS 105/ml 33
I U7 108ml DNFNOHE b MEBERICEROERR
EOYAGIRESS ful

4) MTBHZERBHE

DHEENON S A MBEERIR P RH LI R %
Table 19 IR LTz, KW-1062 BET I3 @spisries
142pkrp 1008k (70.4%) HSPE5RL, 428RDSESEL T2,
GM B CI3B R HER 119 BRA728E (60.5%) H3pY
KU, 4THEVERLI. RO RSN EOM
KRIEBOEZED o712, fHA OBEBERICEE
ErHB LU T EROERBD 2 -T2, HBHE
HISMEEE 3124 Th b, Candida (3252
e oTh-7z.

5) HAE

HHEIT L A B AEOHERRE? Table 20 TR L
12. TIRRICER ] L OHEE, KW-1062 £#30.5%,
GM B£16.8% & KW-1062 BECERTH Y, TEH
LHEFINTERZINA S & KW-1062 B 5249,
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Table 19. Bacteriological response.

KW-1062 GM Statistical analysis™*
Bacteria )
Er. Per. App. Er. Per. App. % of Er. % of App.

P. aeruginosa 9 9 2 6 15 3
N.S. N.S.

Pseudomonas sp. ! 2 2 2 0 1

P. mirabilis 6 3 | 10 2 0

P. rettgeri [ 2 I 0 0 2
N.S. N.S.

P. morganii 2 I 0 3 I 2

P. vulgaris 3 1 0 3 1 0

S. marcescens 10 12 3 5 14 3
S. liquefaciens 3 I 1] 3 0 0 N.S. N.S.

Serratia sp. I I 1 0 0 2

E. cloacae 4 2 | 2 3 i

E. agglomerans 2 ) 0 3 | 0
N.S. N.S.

E. aerogenes | 0 0 [ 2 0

Enterobacter sp. | 0 0 0 0 0

K. pneumoniae 8 | | 8 0 0
N.S. N.S.

Kiebsiella sp. 3 0 | 0 0 |

C. freundii 5 2 } 3 3 |
N.S. N.S.

Citrobacter sp. 0 0 0 0 0 |

A. Iwofii 2 1] 0 ] 0 0
) - N.S.

A. anitratus 2 0 0 0 0 0
E. coli 20 2 i 15 0 0 N.S. N.S.
GNB | | 2 0 | I — N.S.

S. aureus | 0 1 0 0 0
N.S. N.S.

S. epidermidis 3 | 3 | 2 2

‘S.faecalis 7 [t} | 3 2 |
N.S. N.S.

a-Streptococcus 2 0 0 1 0 0
Micrococcus 0 0 0 | 0 | — N.S.
Corynebacterium 2 0 0 | 0 0 b N.S
Candida 0 0 2 0 0 2 — N.S

Total 100 (70.4%) 42 24

72 (80.5%) 47 24 N.S.

Er. ; Eradicated Per. ; Persisted
* y2test and FISHER's exacttest

GM E474%Th -1z, FREMEH, EFHRE Rank
SUM-test DRFET 0.05<p<0.1 T Trps, TRk
BICEBOEEAD s -1z
4. BifEH

BIVER, B X OB 2 & TRIERIZHE D
EBFRRE LTz,

App. ; Appeared after treatment

EEAERE, PEAIDSPEAE i Kw-1062 B
141 (SBPC), GM g 14l (CEX) %ZiRTz KW-
1062 g£1044], GM BRMFNTOVTHRE Lizds GM
FCHESTIROME (BE+) 2HA 1605380 5
NIz, BEHIET 2 N6 S, BEER T RER
Utz ZOMBMEEROEEMRITEE 3D L
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Table 20. Global usefulness.

()%

Very Slightly Un Statistical analysis*
usetul U Gt USRS ogirabie a) b)
32 23 24 22
KWIBZ (39.5)  (21.9) (22.9) (21.0)  (3.8)
N.S. NS
oM 16 29 16 26
(16.8) (30.5) (i6.8) (27.4) (8.4)
#a) RANK SUMtest  b) y’dtest and FISHER's exacttest
50 100%

KW-1062

GM

[ Jvery useful [Zod useful

Slightly useful

% Useless - Undesirable
Table 21. Changes in laboratory findings.
No. of cases with changes Deterio- .
Total in laboratory findings ration Statis:
itmes Drug  No. of attri- tical
cases A B c o g buted to  analysis
drug
KW- 18
i062 (100.6) 5 8 o ! 4 0
RBC "3 -
GM (160.0) 48 8 a4 5 7 1}
Kw. AL
" ez (o) 2 ' #3000 _
113
GM (100.0) 56 H 48 5 2 0
Kw- 118
He ez (00.0) ¢ 4 ¥ 35 o _
TH ;
GM (100.0) 58 3 a4 2 5 o
KW 118
oz (o) B0® 2320
WBC "3 -
[e'] (100.0) 86 10 12 2 3 0
KW- "7 1
104 3 5 2 3
ot 162 “??ém (°é9) NS,
e (100.0) 95 3 5 4 8 wn
KW- tie !
10! 4 5 2 L
P 1062 ( I??:;O) (0;9) NS,
M o ¥¢ TS5
Kw- 1a 2
83 5 12 S 3
AP 1062 ( It')ID‘:IJ) (1 ‘.B) NS.
M gy BE5E 8 g
Kw- ns 3
9l 10 6 4 7
BUN 1062 (IlINIJéD) (zés) NS,
M e ¥ 564 ay
Kw- 107 f
97 2 2 2 4
Creatinine 1062 “?g;u) (0;5) N.S.
GM (100.0) 80 3 5 2 4 1.0
Kw- 85 !
Abnormal -
urine 1062 (100.0) (1.2) NS
sediment  GM 84 - !
(100.9) (1.2)
(%)

* x2test and FISHER's exactiest

A, Within normal range

B: improved

C: Abnormal value (no deterioration)

D: Abngrmal value (further deterioration)
E: Deteriorated from normal range
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HRREER, LEASEHOHHANOEREB LT
HIRRT - BOBRBMMZ 5 - VIRV F] 2 B &,
RBC (KW-1062 #1181, GM ££113%), Hb (KW-
1062 B£118%1, GM BEL13()), Ht (KW-1062 #£118
#l, GM EE112), WBC (KW-1062 E£118%1, GM
113, GOT (KW-1062 11741, GM 11541),
GPT (KW-1062 #1164, GM E 113§, ALP
(KW-1062) #1141, GM #£1144]), BUN # (KW-
1062 B£ 1184, GM EE 1154, ¥ L OF creatinine
(KW-1062 21076, GM B10450) To> x 3 L
fo. EREBRD Y RBUWEAD LHEE INTERBRE
EREH % Table 21 wWRLIz. Z2d, R THT
REFTREDSINED (0~ 1/F) L7z KW-1062 B> 15175 5
TERRIPRE B (O~1/F) Uiz GM B 1§l
NT 4 Table 21 (CEIF UTc. BEFROHMBEEE
CHEMCERDERTD b -1, 7845, BUN,
creatinine EDSHRIENL VHETH HBRE R T 5
R EF UTSEGIDHAICE 1 61 97> (KW-1062 #F
BUN : 4355, creatinine 1.7—1.9, GM# BUN :
29.2—42.5, creatinine 4.2—6.2) » b, FEREEER
HEUTEBINIC E2HMAET L.

HBEZOUICEE

bhvbiiz, FE 7 & v ey E KW-1062
DEFRZIR, Zals X ERE2RENICGHET 5
BT, BRI RYE 2R R & L, IR
FLEDSHESL LT3 GM 2Rk s Uiz ~EEHRIE
T L B HlE 2 36 LISV IT ORS R 2877,
KW-1062 #ySiagr1 235561, OM #3121 i
BITH 7205, BiEs & ORIl 2 B 7o AT 52451
12, #NFhI10540, 95HITCH - 1.
TEEOEEEEOE—HITWVTIE, WIho®
BRFEBOTHIER (p<0.05 M) EZFDHN
F, MHIOEMHEMREVAEETH S LEL NI
KW-1062 1[6 120 mg % 1 H 2 [, GM 1H
60mg % 1 H2HMEE L, HEHAMZ5 HE &L,
UTI gf5ee® UTT SELRHEEERE (R il
UCHIRE UIZER R RS, JRIRCH Y 2355 T3 mRs
FICEBOZERED - 1203, FMERCHT 2808
(el +HIRxR : KW-1062 2 53.39%, GM #£36.8
%) 15 5 A ERIREE CER)+E%)EE : KW-1062
#£59.09%, GM #42.1%) <1k, KW-1062 »3H%
(p<0.05) 3 THh Tz, MBERIT 3R 2%
RFck b B UGHOE 2 LBURE 5 &, g
ERALHSHERE, BMURSY, HEH T 7o [, HER
58 E. coli 35k (PEEFEESE 109/ml, 108/ml (0 MIC 3
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12.5 gg/ml YUFOEEIR BT &, HE (p<0.05)
i KW-1062 BEOZENTINTVS HRTH D,
REHESRCTY, BBy, HEVF —7ATE]
BLOEEER 105/ml O MIC »35 25 pg/ml PJ b,
108/ml  MIG %5 12.5 pg/ml DI T OBRIEE Tk
THEE (p<0.05) & KW-1062 EH3 3 SNICHERT
H-1z.

EHREHECE ARE R R R EH+EYE
KW-1062 §£53.3%, GM B48.4%) 70 NicEHY:
GERTER+EA%E  KW-1062 #52.49%, GM®E
47.49%) X, MEBCEBREL2ZD -1,

FEDL S, FERICEHT 335857 UTL 3
FERmELRE (RS WU BERKYRIT
TAERMICEREOENRED NI, FTHEERSIOHE
Hrizwhg 5 MIC O RFEHEE TEROZEZR
Dotz & %ELSHE, GM D28 HEL
77 KW-1062 DORBZEHALICISIT 5 EANEEDSIEITK
XRHBRBIITLIZEEEBL 5N 5. MIG 325
pgiml DI EOBEKDS, BEEREE 105/ml OFS KW-
1062 £¥35.49%, GM 234.895, 108/ml OIF4E KW-
1062 BE 46.295, GM E39.1%%EAEL, Chbpsisk
B &7z o TERIIT BT KW-1062 BEDMIBERICK S
AR X CHREEREIED, p=001~0.1 OKk#
T GM BichlL, X -T2 &6 343
UL5AC&EEBDNAS.

BIfERIcB T, GM BHCABRE L ER 23
OIOAT, ZOMBEREZZ 50 5 BRI
TEEE BICED b ol FREWEH EE AL NI
EREEREER, GOT EH (KW-1062 #0.9%,

GM B1.7%), GPT L& (KW-1062 E0.9%, GM

#20.9%), ALP & (KW-1062 #1.895, GM 20.9
%), BUN L& (KW-1062 #2.5%, GM 1.7%)
L7 creatinine 5 (KW-1062 £0.99%, GM &t
1.0%) Th -0, BERTREROERRD -
7z.
KW-1062 OREEEERGIE, S0 2 E#£5
(5668)» =D GOT L& (3.8%), GPT L& (4.2%),
ALP BR (0.9%), BUN L& (3.5%) X F crea-
tinine L& (1.8%) KLU ERBE MR BEHETH
- 7z.

KW-1062 QEERRE & VBicd 2 22ii: GM
CHEN &b, EVvEy FTOBEREBLES
N COBICHNT 5 ZRaWRE ORBEER KW-1062 0%
ST S GM KN4 RN EBE IR T
311, EEREREE GM DR CHERE LIz 4E
DOBIVERFESRE X GM k38rpl, INBYHRERT

D KW-1062 @ GM T332 ZEMOH 3 25 ¥k
U, SEEW: KW-1062 Ofgir+ammsmic
MAZdDEMEESINS.

2%, GM OR—FHETHROBERHE65.5% H
KEELHETII3%) 4 B O R 42.1% L D%
2, SEOWMEEN & KR BESEYS X F MIC 25
#g[ml P EOREETHEFDE {HHEL, Lhrdh
b DEFICIST A EYEMEP-I2712D & 3 HEIN
3. TibbEABREPIIFIEG.9% (4/58), 4E17.9
(17/95) THEEHITBDBD50.09% (2/4) BLU41.2
%(T1\7) THH, MIC 25 pg/ml LI EOBIKL 5 E
Bk, BFEER 105/ml OBPESTHIEL.3% (2/46), &
[H34.8% (24/69) THYRIZBDIBDI0.0% (2/4) 3
L T°16.7% (4/24) Fr-HpER R 108/ml DHA TR
[E113.0% (6/46), 41 39.1% (27/69) THIPHZ &
DI5D33.3% (2/6) WX 822.2% (6/27) THh b, U»
TNOHEIT § 4 E O LEHR TIREOE R B
IhTW 5.

Ub#iEs s e, KW-1062 1@ 120 mg (J3fl)
1 H 2 [ & 5 SRR 3 % 31 &
2, GM 1| 60mg (Jiff) 1H2EH3Ck 35
REIRITEUT ST s qEHRIN, R E T
GM 2PN &b, KW-1062 12 R
RBEUESEICE T A EARERD1 2EEZA NS,

= #®

1. KW-106 OmEiERFE, REeEsIER%
FERNCREM S 5 B R CISHE BV R B R AE 23 B
tl, GM %yE#e LT, —EERIARRISCR
-7z.

2. MPEOBEREET 2 AETRR IS
DORIERERRD o1z

3. WEBRITHT 23R X AR IR 55 213,
KW-1062 0y GM [t LEE (p<0.05) iz
SHIFHRTH -T2

4. BWEF OREHEICHEMICERZER2RBY e

-7z,

p'a [
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