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Table 1 Patients studied

047&0 Cases evaluated by U.T.I. evaluation Ca.ses excluded
B, Simple U.T.1. Complicated U.T.I. from U.T.1.
A.S.C. | A.S.P. c.c.c. c.c.p. evaluation Total
Age & Female Female Male Female Male Female Male Female
16~19 1 1
20~29 29 1 2 32
30~39 28 2 1 1 4 36
40~49 8 1 4 13
50~59 10 6 1 2 2 3 24
60~69 4 4 4 1 13
70~ 1 19 3 1 4 2 30
Total 81 3 31 9 1 3 8 13 149
Table 2 Underlying disease of complicated U.T.I. cases
Catheter
Underlying disease + — Total
Male Female Male Female
Renal stone(s) 1 2 3
Ureter stone 1 1
Bladder tumor 3 1 4
Prostatic cancer 1 1
B.N.C.* 1 1
B.P.H.** 12 10 22
Hydronephrosis 1 1
Urethral stricture 1 2 3
Neurogenic bladder 3 4 4 11
Ureterocutaneostomy 1 1
Vesicovaginal fistula 1 1
Contracted bladder 1 1

* Bladder neck contracture
** Benign prostatic hypertrophy
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Table 3 Dairy dosage and durat

ion of KW-1100 therapy

. Dairy dosage
Type .Of Duration Total
infection 40mgx3/day | 80mgXx3/day Others
3 51 1 52
Acute 4~ 32 5 37
>7 2 1 1 4
Sub total 85 6 2 93
5 1 14 15
6 ~14 21 15 36
Chronic
>14 1 4 5
Sub total 23 33 56
Total 108 39 2 149
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Table 5 Clinical efficacy of acute simple U.T.I. cases classified by
applicable or non-applicable strains to KW-1100

(UTI evaluation)

Excellent | Moderate | Poor
Applicable strains Total 39 29
Single E. coli 39 28
Poly E. coli+P. mirabilis 1
Non applicable strains Total 7 1 3
S. epidermidis 6 1
Single
S. faecalis 1 1
Poly S. epidermidis+C. albicans 1 1
Applicable+Non applicable strains.  Total 3 2
E. coli+P. aeruginosa 1
E. coli+S. epidermidis 1 1
E. coli+S. faecalis 1
K. pneumoniae+S. faecalis 1

Table 6 Overall clinical efficacy of KW-1100 in acute simple cystitis

Symptom Resolved Improved Persisted Efficacy on
Pyuria Cleared | Decreased | Unchanged | Cleared | Decreased | Unchanged | Cleared | Decreased | Unchanged bacteriuria
Eliminated 10 5 2 2 68(81%)
. .| Decreased 0,
10(12
Bacteriuria (Replaced) 6 2 1 1 (12%)
Unchanged 1 1 1 1 1 1 6 (7%)
Efficacy on pain on 75 (89%) 8 (10%) 1 (1%) Case
urination
total
Efficacy on pyuria 58 (69%) 14 (17%) 12 (14%) 84
@ Excellent 49 (58%)
Overall effectiveness rate
Moderat 9
[ ] ot 2 %) 81/84  (96%)
E poor (or Failed) 3 (4 %)

12.5~>100 ug/ml O T KEZHIL E -7 b, BRER BRhERIL 30 % L8 - To HIRRICK LTIk, HK 16

1%, 7Bk 6 Bk, 86% Tdh - 7o S. faecalis 4 #Eix = 100
ug/ml OEIERTR LIcH, 28k, 50%7%E% L,

2. B MERIAEM: R B RYYE

UTI #H#E X ) FHERTRE T H » 7o 44 FIOEF O AR
LEED—E 1L Table 10 1Z7R Lico

(1) ZfEhR3 5 R

Table 10 DOFEIZESNT, BIR & MERO $hED
LRATRESIR A 2 d 0pt Table 11 TH2, BRIC
st BEhFIL 8B, 18%MIEFIL, 56, 11%13 BT

B, 36 %, B 161, 2%T HHRILI%TH -1
RETIRES 76, 16 %, B 10 6, 23 % THIRIL
39%TH - 1o

RBR A ORGE (Table 12) Tk, BMEMERYAICRT
LTI 34BIrh 16 B, 47%DESRTH - 1ch, BEEH
RGBT 10 Bl 1 6, 10%0ERICT Eioh o1
HERESVER T BRI 2, 3, 48T, BORIZE
HERS50, 67, 59%Th -1

Table 13 13, SEEC 32 BREMNRL RO T
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Table 7 Bacteriological response to KW-1100 in simple U.T.I.
Isolates No.of strains |Eradicated(%) |Persisted
E. coli 72 69( 96%) 3
P. aeruginosa 1 1(100%)
K. pneumoniae 1 1(100%)
P.mirabilis 1 1(100%)
S. epidermidis 11 10( 91%) 1
S. faecalis 4 2(50%) 2
C. albicans 2 1( 50%) 1
Total 92 85( 92%) 7
Table 8 Strains appearing after KW-1100
treatment in simple U.T.I.
Isolates No. of strains (%)
S. epidermidis 6( 30%)
S. faecalis 10( 50%)
GPC 2( 10%)
C. albicans 2(10%)
Total 20(100%)
Table 9 Relation between MIC and bacteriological response in KW-1100 treatment (simple U.T.L.)
leulates MIC(g/ml) .Inoculum size 10¢ cells/ml Not o
=0.2 0.39 0.78 1.56 |3.13| 6.25 12.5 25 50 100 |>100 | done
E. coli 32/34|16/719/9(|1/1 / 2/211/1 / / / 1/1(17/17 [ 69/72
P. aeruginosa| / / / / / / / / / / 1/1 / 1/ 1
K. pneumoniae| / / / 1/1 / / / / / / / / 1/ 1
Pmirabilis | 1/1| / / / / / / / / / / / 1/ 1
S. epidermidis / / / / / / 1/1 1/1(|1/2(2/2|1/1(|4/4 |10/11
S. faecalis / / / / / / / / / 2/21|0/2 / 2/ 4
C.albicans / / / / / / / / / / / |1/2 )1/ 2
33/35(6/719/9|2/2 / 2/212/2|1/1|1/2|4/4|3/5]|22/23 |85/92
Total (94%) | (86%) | (100%) | (100%) | (%) | (100%) | (100%) | (100%) | (50%) | (100%) | (60%) | (95%) | (92%)
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Table 11 Overall clinical efficacy of KW-1100 in complicated U.T.I.
Pyuria Efficacy on
Cleared Decreased Unchanged .
- bacteriuria
Bacteriuria
Eliminated 3 6 16 (36%)
Decreased 1 1 (2%)
Replaced 1 1 (2%)
Unchanged 1 1 24 26 (59%)
- . 0 0 o Case total
Efficacy on pyuria 8 (18%) 5 (11%) 31 (70%) 44
[ | Excellent 7 (16%)
Overall effectiveness rate
0,
l::\ Moderate 10 (23%) 17/44 (39%)
E Poor (or Failed) 27 (61%)
Table 12 Overall clinical efficacy of KW-1100 classified by type of infection
No. of cases Overall
G Excellent | Moderat P
roup (Percent of total) xeelien oderate oor effectiveness rate
1st group (Catheter indwelt) 8 (18%) 1 7 13%
2nd group (Post prostatectomy) 6 (14%) 2 1 3 50%
iifr:egclt?on 3rd group (Upper U.T.L) 3 (%) 1 1 1 67%
4th group (Lower U.T.L) 7 ( 39%) 4 6 7 59%
Sub total 34 (77%) 7 9 18 47%
5th group (Catheter indwelt) 7 (16%) 1 6 14%
ixed
%Vh\e‘ 6th group (No catheter indwelt) 3 ( 7%) 3 0%
infection
Sub total 0 (23%) 1 9 10%
Total 4 (100%) 7 10 27 39%

Bbo 20f CRAECEDOTHML L DM OMEEL LT
%5) 59 A EES h, WMERC X b 284k, 47 Z0RE
Rt =05, E.coli TIT 14 Bk 11 ¥k, 79%73 %
Bahico 1, Chi&»THESHELE, 29 %o
BT, 218k, 2% 0BERIRERTH -7

Table 14 13 HEE © MIC LIRBEZIREZ AL DOTH
%o 28EkIzOVT MIC &I Licas, &0 5 E. coli
5#TIE < 0.2~50 ug/ml LIBRVWGHERL, B
MSEEO S & RIS o188 — VY TH o To BRFEIL
< 0.2 ug/ml & 6.25 ug/ml O ThZh 1T, 25~
50 ug/ml ® 2 BENELR LTWB Z Eh bk, MIC LRRE
BRI O\ THRE/RBIR R FRD I 5 7o 2T OWNT
25 L, £0.2~50 pg/ml ¥ TD MIC %7 LIcHRO:
BRI 13 8 10 8%, 77% L EBER T eAt, = 100 g/

ml o MIC Tix, 15 %4 34k, 20%L45 - Tio
BeE B E Table 15 iR Lz, 6% 8 #ka

xh, S.faecalis 7538k, 38% LFEERIC S - & bR
ie] f:o
(2) ERSEERLCRT S BUR

AF|OBEREIC X 5 BYE 17 Fli DWW T O BEx i
LD THS (Tablle 16), [RIR, MERICHT S
HMRMN, ThEh47%, T1%T, RAEESHERL 176
12 51, 71% L BRI TH - 7o Table 17 (LRAE
HADORETH Do BHEBRGT 1ML, & THER
BRETH D, WT—TA7V—D2,3, 4AENThT
1100, 67, 90 % ESHEIER TV,

3. UTI Z#eh S LiciER] (Table 18)

Z Z SR Lz 21 fEGIvE, UTL BeHFHEELREOHH O
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Table 13 Bacteriological response to KW-1100 in complicated U.T.I.

Isolates No. of strains Eradicated (%) Persisted*
E. coli** 14 11(.79%) 3
C. freundii** 1 1(100%)
S. marcescens 4 1( 25%) 3
Serratia sp. 1 ( 0%) 1
K. pneumoniac** 2 1( 50%) 1
Klebsiella sp** 1 1(100%)
K. oxytoca** 1 1(100%)
E. cloacae** 2 ( %) 2
P. mirabilis** 2 1( 50%) 1
P.vulgaris** 3 2( 67%) 1
P. retigeri** 1 1(100%)
Proteus sp.** 2 2(100%)
P. aeruginosa 6 ( 0%) 6
P. cepacia 1 ( 0%) 1
Pseudomonas sp. 3 1(33%) 2
Alcaligenes sp. 2 ( 0%) 2
F. meningosepticum 1 1(100%)
GNB 1 1(100%)
S. faecalis 10 2(.20%) 8
S. epidermidis 1 1(100%)

Total 59 28( 47%) 31

*Persisted : regardless of bacterial count

5%, FEOXNRMES, B, BR, EREORE
T, HEFHFCARK LI VEfAE LD, FREC LS
MRHEET I DTH B, ZOHRIEL Table 191
TR Lico AMEBERIMAE 9 AITIX, Exh26l, HB%h3 4,
RRER 3B, EX1LHIT, BEHRILS6%TH 70 18
PE (BN, BMitEARicb o) Tk, Ex20,
B2 0, EH3IG, RHESHIT, HIHERST%BTH-
o

4. LEFOEBRENE (Table 20)

AME L BEEARKS LTRIRE 2 HIERRS
HRBT -1 AMETIE, BEE 89 it 80 T
90%, BHETIL, 516l 20 fIT39%TH » 7= (HIE
TEEBIIER < Do

5. FERRZEERRCT 5 RS

SEDBEREFNDR? LGB LIED 5%, E. colie9
iz owT, MPC & #fig3k ABPC, CEX, PPA »H
W MIC #JIE L, EEZMSA% i (Table 21, Fig
3)o MPC oEZHnr— 713 < 0.2 #g/ml OE\ A

** Applicable strain
Eradicated rate 21/29(72%)

ZHb, 408k, 58%mZ DIETHREMIES® &, ABPC
D ¥ — 7% 3.13 ug/ml, CEX (% 3.13~6.25 ug/ml,
PPA Ti% 1.56 ug/ml i ThERD Y — 7 hih 51,
RN L, MPC 133Xk % ABPC iclhRT 4% %
ek Ehll, CEX o4 ~5% %73 zhlll, PPA
D3FFE TN EOMEGCHIEIES YR L,

Im. £ £ #

1. BEMEIER (Table 22)

ARl k2 L Bbh s BEMEIERM 1, Table 22 1=
AL X 5, HIESERA 3ARED bhic, BERL
THLBET, R5MEFTEETH oo RS 149
FlrR 3BT 2.0 % LD TRETH - 726

2. BRIRMRAEMESRY (Table 23, 24)

REXHEIT L 2B O (Table 23) iwou TRt
LciER, AFIC L% EBhh s BEAILEI 24T
»H-7:(Table 24), 14lix Al-P 23 6.0—13.4, fin 1
iz BUN %3 24.7529.4 N BE LB -4 DTH
Do ThHOEFNTAHILE, BE MEEIMELTWS
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Table 15 Strains appearing after KW-1100
treament in complicated U.T.I.

Isolates No. of strains (%)
P. stuartii 1(13%)
P.aeruginosa 1(13%)
Achromobacter sp. 1(13%)
S. faecalis 3(38%)
S. epidermidis 1(13%)
GPC 1(13%)

Total 8 (100 % )

Table 16 Overall clinical efficacy of KW-1100 in complicated U.T.I.
(infected by applicable strains)

Pyuri Effi
yana Cleared Decreased Unchanged b 1cac'y ?n
iuri acteriuria
Bacteriuria
Eliminated E 2 4 11 (65%)
Decreased 1 1 (6%)
Replaced ( %)
Unchanged 5 5 (29%)
. o o Case total
Efficacy on pyuria 5 (29%) 3 (18%) 9 (53%) 17
@ Excellent 5 (29%)
(41%) Overall effectiveness rate
[ ] esere T owm |
|::| Poor (or Failed) | 5 (29%)

Table 17 Overall clinical efficacy of KW-1100 classified by type of infection
(infected by applicable strains)

No. of cases Overall
G 11
roup (Percent of total) Excellent | Moderate Poor effectiveness rate
1st group (Catheter indwelt) 3 (18%) 3 0%
2nd group (Post prostatectomy) 1 ( 6%) 1 100%
Singl
S 1304 group (Upper U.T.I) 3 (18%) 1 1 1 67%
infection
4th group (Lower U.T.I) 10 ( 59%) 3 6 1 90%
Sub total 17 (100%) 5 7 5 1%
5th group (Catheter indwelt) ( %) %
?thed. 6th group (No catheter indwelt) ( %) %
infection
Sub total ( %) %
Total 17 (100%) 5 7 5 1%
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Table 19 Doctor’s evaluation of excluded cases from U.T.I. evaluation treated with KW-1100

Doctor’s evaluation
Diagnosis Efficacy rate
Excellent Good Fair | Poor ID*
Acute simple cystitis 2 3 3 1 567
Chronic simple cystitis 2 1 2 1 607
Chronic complicated cystitis 1 1 2 50%
Chronic complicated pyelonephritis 2 —
Total 4 5 3 4 5 56%
*ID : Indeterminate
Table 20 Overall doctor’s evaluation of KW-1100
. . Doctor’s evaluation
Type of infection Efficacy rate
Excellent Good | Fair | Poor D%
U. Acute simple 51 29 5 4 4 90%
T. :
I Chronic S™P* 8 12 3 28 5 39%
. complicated
Total 59 41 8 32 9 1%

*ID : indeterminate

DT, FENCLHEEHD LEDRIH, BRIKEII
BEALEIEE LS TIWETH -1
IvV. = 2=

£ B PR BB R AE 84BN B B RhHIAL 8141 T,
EER 6 % L DT ENIBELR LIDX, 3EA
¥ DA AN GR HEENZ R T E coli 12 X 5%
PRETHHZ EDDLARATHUROBERE VLD, 2O LK
BYEOFIL, AR O FEEEN 505K, BIb S.
epidermidis % S. faecalis £\~ TR KRBT & B BRYEE
2, 116k 8 flicBERn A bhs X 51 (Table 5),
JEEEHBC D HABREOHRLAD D, 2k, &5
LRERERBE LD VW &R T L, BRI,
MIC # ki EE% HEAIORFIREL BEE Lty
CEEOEER L - TWAZ EIREIBERbhD, b
Ly, 3FDEHHNTLTE 5 LB X% b DT,
BERAENCOBEOL D LHERIhIE, PCsxiz UL
THEBRMERNCERT 200EHETH %0

E. coli w3 B BEMIIED TERTE D, BMET
MIC #i5E Ui 55 Hkeb 34k, 62 %1 < 0.2 ug/ml
T, 5 LIBRWIIEENEY, PERIES TEOHERIE:
KERERTH 50

TRER LT, BHEEMEMEIREREYE T, 46+
1761, 39% LR\ WERERTH - 1o TDFREIL, FHC
HTHEFECHENELEER TV LRI D, Th
13, EEEEOZTT D BhERNB0 BT Hotel &

Fig. 3 Susceptibility distribution of 69 isolates of
E. coli to MPC, ABPC, CEX and PPA

(%)
100 > —h
[
/ /
50/ Inoculum size 1108 cells/ml
/
—e MPC
o——o ABPC
/ a——aCEX
, »—-—uPPA
0 le—""1 1 il ! 1 L L L
=0.2 0.39 0.78 1.56 3.13 6.25 12.5 25 50 100 >100
MIC (xg/ml)
(%)
100['
— MPC
o—o ABPC
\ a——a CEX
B i =—-—a PPA
50 / \
I \ -
-~
[N
{ \
N
\ BN
/ // L__ \\
e ") ! = =
0 =0.20 0.39 0.78 1.56 3.13 6.25 12,5 25 50 100 >100

MIC(ug/ml)
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Table 21 Susceptibility distribution of 69 isolates of E.coli to MPC, ABPC, CEX and PPA
Strain D No. of MIC (pg/ml)
rugs .
(10°/ml) strain | <0.2 |0.39(0.78|1.56|3.13|6.25|12.5| 25 | 50 | 100 | 100< | MIC50 | MIC80
MPC 69 40 8 10 3 1 3 1 1 1 1 0.2 0.78
ABPC 69 2 3 8 20 7 3 3 23 6.25 >100
E. coli
CEX 69 3 24 28 11 1 2 6.25 12.5
PPA 69 11 47 4 3 2 1 1 1.56 1.56
Table 22 Sidereactions
Di i Ty f
Case Sex |agnos.15 ) ype 0_ Dose Duration | Occurring | Treatment and course Rate of
(Underlying sidereaction R .
No. Age . (mgX /day)| (days) day of sidereaction occurence
disease (Grade)
Continuation of admini-
F Stomach .
. stration.
59 . A.S.C. discomfort 80x 3 7 2nd . K .
45 ) Light with concomitant
use of Aldioxa
F Stomach Disappearance during 3/149
80 . A.S.C. discomfort 40X 4 7 2nd continuous administra- (2.0%)
24 (+) tion
F C.C.C. Hard feces Lig}ft.with' .continuous
86 . (Urethral ) 80X 3 5 1st administration.
67 stricture) Taken with milk
H# : Severe +-: Moderate + : Light

CEoTE VLN THD, KW-1100 12, HIEAR7”

FSARTREINRTWS X 3ic, E. coli, Kiebsiella, P. mi-
rabilis, Citrobacter L\ ~»-7: GNR O—ZR ST
L LENSLELML R, BSKERIIZ S LE
BZXBLDREBERETH D, FBHIITIE, #7—
FABEIT—RCHRIF L2 B BEERGEDE S
1 GNR & GPC 0f&eni%<, ZOB®RML XA
DS LTV B ERRBICOWTWRIE, REE
DHFTLREOBE WL ORBED S OT, BYHeH LT
i, ThEHETS X0t LARET S o LA ER
FEFIC % DBFISH DD L Bbh b, flziE, THMRE
TIANZRIERENTH, RERSE, WERREREROBE
FlE V- BEOEMKETHILI L, L TIEHE
., RERG, VUR &% Hgtl LT, RENBEOHE
SIS EY T B,

BEEC OV, BME 05 S, BRKR1 B 120
mg %, BEBRKTIZ240~320mg ¥ THLNEHYETH 5,
BHERECIES S BRE UTE b2 L e BRETH
% 0%, BERE A T 240 mg, B ERE 5 T 240~320 mg AINZE
THoEBbhb, HEEBERLTIER, BEFAT

2 EMANET, DBIERETHORS Lisb, BET
FETRAIC X - CTHBTT 5 LER D583, ARHAITIE
MBIRANER I E TSI TEABLTRETH S,

SEEOWEEE, Bz E coli m oW Ti3E, &
PESED B B LBk DB Z BN T 528, 1BEEEED
5D DIERRE BEAND - Tco RIRIEHI L HARD &
MPC, PPA, CEX, ABPC DI HiliiEM»ME D, MPC
BEEMMEI ZEAERDLREM 5T,

ReM oW, BENEIFAE LT, BEOHIL
sarEE 3 A EADIL 0D, WTFhbEica 2 v RS
BELTHREDLDOTIR Ve REMERE L LTHI:
Al-P & BUN 3%, BT {#E»0 LR T, BERACIZE
TR en L3ELbRIV, BRI, AN, &
LHBh w5,

KW-1100 o &t ©2o\\T %% &, pivmecillinam
CHANTHBEEEIZE Vv, BRREL Lol
Lieinz T, fitd PCs ¥ 7 =2RBOTEA
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Table 23-1 Laboratory findings before and after the therapy with KW-1100
RBC Hb Ht WBC Pt BUN | S-Cr
Case| "Ml oygygn| (/) | (%) | (/)| (x10Ym) SGOT | SGPT | ALP | /aly | mg/h
I\O'SexB*A“BABABABABABABABABA
5 | F |459(445[13.2(13.0(40.1[38.3| 5100| 3500(13.2{13.1| 19.0(20.6| 6.7| 8.8| 2.4| 2.4|11.8| 7.5/0.8]0.8
13 | F |401/429]13.4|13.3]39.9]40.4| 8200| 6300(15.3|17.3| 27.1{20.5| 13.0]13.6| 8.9| 8.8|14.7|14.3{0.8]1.2
23 | F [418/392]13.5]12.9(39.2{36.8] 7100| 3300|{10.9(15.6| 14.2]19.9| 8.0| 9.8] 4.9| 4.8| 8.3| 9.6/0.8/0.9
42 | T |398 11.7 35.2 7700 11.0 34.4(26.1| 17.4/16.4 16.4]17.0|1.1{1.7
53 | F [466(420{14.5|13.2]42 |39 | 6000| 4700 17 [18 |11 |16 | 9.0| 7.9/14.1{17.1]0.8{0.7
56 | F |443|433/13.4/13.1/40.1/38.4|14200| 5500(15.1[15.9| 15.5|16.0| 7.4| 9.2| 4.6| 4.9/10.8| 9.2/0.9]0.9
61 | F |429]465|12.1/13.2|36.0/38.3| 4700| 5400{20.0(18.9] 18.1|17.9| 8.4 4.7| 6.0|13.4|13.1|14.9/0.9/0.8
62 | F [435(435[11.0(10.9/34.4/33.7|11300| 6800|14.2/13.6] 14.4[12.0| 4.9| 5.6| 5.4| 6.0/10.4|11.5/0.8{0.8
63 | F |455(417]13.9]|12.5[41.4(37.1| 9900| 5800(19.1|17.0| 12.6|11.7| 6.0| 6.7 5.9 4.6| 6.7 7.9/0.8/0.8
75 | F |444|448]13.7|13.7|41 [40 | 6100 7500 13 (14 | 9 |10 5.7| 5.7/13.5(18.6/0.7|1.1
78 | F |378374|12.8|12.9(38 |37 | 8700| 4500 15 (16 | 7 |8 | 7.0] 6.9/16.1[23.9/1.0{1.2
85 | M [740|790 12.8|12.4| 31.9]26.3| 25.2{13.7| 4.9] 5.3]12.4]13.2]1.3|1.0
87 | M |459|449|13.2]12.7[40.2{38.3| 6700 5700|15.0{15.0| 20.0|12.1| 14.0| 6.3| 8.0| 6.5/25.3/26.2/1.9|2.1
89 | M |277|279] 7.9| 7.9]23.8|24.1| 5700| 6500(30.4]25.2| 22.6|21.3| 5.4| 8.1| 5.3| 5.9(65.8(64.3]4.0(4.5
90 | M |415(409|13.7|13.7|42.2|41.4| 7100| 5600{ 9.9| 7.9| 57.3[39.5| 31.5/18.2| 8.5| 8.3|18.5[16.1|1.4|1.2
91 | F |504|515|15.6|16.0|45.9{46.9| 5900| 7400|21.0(18.5| 23.1{25.8| 9.3|13.8| 8.3| 7.8/26.2|21.1|1.3|1.1
93 | M [477]440|14.0(13.0]41.6(38.4| 6400| 6000[19.8|19.7| 23.2|18.8| 12.9| 6.0| 8.1| 7.5[17.8|22.5|1.4|1.4
96 | M |398|418(13.7[13.2(40 |43 | 6600| 6300 1.6 14 |11 6 |7 | 4.6| 4.8{21.3[22.9|1.1{1.1
97 | F [473|475|13.5|14.7|44 |44 | 6700| 7400 20.4| 12 |13 | 7 |7 | 10.6 22.7(25.7/1.0{0.9
98 | M [413]413]12.5|12.8[40 |40 | 4700| 5500 12 {12 | 9 |7 | 6.6]5.9/18.9/23.2{1.0]0.9
99 | M |252|255| 8.9] 8.0(27.6]24.6] 3000| 3400|15.2|15.6| 42 |10 | 15 | 9 | 46 (40 [18 |10 |1.2|1.1
101 | F |454[435(13.2(12.6(39.0{37.3| 5300| 5000(25.9/33.6| 20 |14 | 16 |14 | 10.3] 9.1|13 |10 {0.9(0.9
102 | F |413]442]12.3]13.2{36.7(38.9| 5900| 5600|22.1/25.0| 30.5|35.2| 14.3]18.4| 7.1| 8.0| 9.6]13.7|0.8|1.
103 | M |413[424|12.4|13.5(39.7|41.2| 5800| 5800/40.9/32.7| 70 35 119 16 0.9
104 | F |426]414|13.2{12.4]40.0{38.3| 5300| 5100{23.0{20.9] 14 |16 | 3 | 4 | 5.0| 5.0{14.0|15.5|0.70.8
105 | M |386(381|10.3]10.7|34.5(33.5|11100(14100/23.1(37.1{ 10 |12 | 4 | 8 3.6| 4.1/19.0/11.0(0.8/0.7
106 | M |403|408|12.9(13.0{38.6(38.6| 6400| 4400|20.1{14.1| 18 |21 5 |7 | 3.4 20.3[19 |1.4]1.3
107 | M |362(385|11.1[12.3|33 |35 | 4800| 4400 15 (14 | 8 |9 | 7.8 6.7|24.7|29.4|1.4|1.6
108 | M |364|424|11.1{13.4|35 |41 | 6500| 7100 14 |15 | 9 |8 | 7.3 7.1]18.5|14.7|1.6|1.2
109 | M [415(389]12.2(13.2{41 |36 | 6300| 5700 15 (14 | 9 |8 | 6.1] 6.4[26.2{29.8]/1.9/1.9
110 | M |383[412{12.3]14.7{38 |41 | 5000| 6200 19 {19 |14 |8 | 8.1 8.0{25.3/27.3]1.4[1.0
111 | M |407[407{13.2{13.2{38 |39 | 5700| 7200 15 |13 |10 |8 | 7.7| 7.5[19.2|19.1]1.5|1.4
112 | M |432[465|13.6]14.3]39.2(42.1| 8100| 9200|45.4|34.5| 13 |19 7 | 8 | 6.7 7.5|14.9]18.6(0.8/0.9
113 | M |467[477|11.9]12.1(35.5|36.1| 6600| 7200|33.0(36.4| 23 {22 | 6 | 6 | 5.6 5.9{20.1]19.7|1.21.1
114 | M |402|399|13.5|13.4(38.6(39.9| 5800| 6100 14 |17 | 8 |10 | 4.3] 3.7/22.0|15.7|1.2{1.0
117 | M |486|510(15.1|15.1{44.0(45.7| 3420| 3420 16 (12 |14 |7 | 55| 7.7/18.4|13.1]0.8[0.9
118 | F |401|406|12.6]13.0(38.7|38.5| 5500| 5300/22.0|23.6| 24 [13.8] 9 |9 | 5.2| 5.7|18.7|13.8{0.90.9
119 | M |350|551{10.9]11.0(32.8{33.1| 3200| 4200(19.3|18.4| 14 |22 | 6 |1 5.4/ 5.0(26.7]43.9[1.1|1.1
121 | M |402(421|12.7|13.3]37.4|39.6| 6400| 6000|25.0/17.3| 14 |10 5 |5 3.8| 4.1]19.7|22.5/1.1|1.2
122 | M |456(465(14.6|14.1|44.0{43.2| 5600| 6300|26.5|28.6| 13 |14 | 11 | 8 | 5.2| 6.2{32.3|19.4]/0.9(0.8
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Table 23-2 Laboratory findings before and after the therapy with KW-1100
RBC Hb Ht WBC Pt BUN S-Cr
It S-GOT S-GPT Al-P
‘;‘S" oot @A) | (%) (/mm®) | (X10¥m?) (meg/d) | (mg/d)
0.
Sex | B*[A**| B A B A B A B A B A B A B A B A|BJA
123 | M |380(384|11.2(11.3}33.8(34.5| 3900| 4100(25.8 11 {18 6 8 3.6f 5.1{16.1|11.1}1.1|1.0
124 { M |402{406]13.1{13.2{39.3|40.1| 6400| 8200|20.7 18 |21 8 9 8.21 9.3|/15.0|14.5(1.4|1.3
125 | M [505|514{15.9|15.9(45.9|46.5{13400{10300|35.4(32.0| 11 |10 12 |12 4.5| 5.0/10.9(16.0|1.1{1.1
126 | M |491|462|15.0{14.0(43.8(41.6| 5000| 6300/38.0(31.7| 12 |11 18 |14 7.9] 4.8/18.8/14.4/1.0/0.9
127 | M 450 13.6 40.4 4000 13.5 218 163 (198 |90 9.5 .6122.3119.4]1.1|1.1
128 | M |380(409{11.3]11.3|35.1{32.8| 6100| 9700{28.2 13 |15 9 |10 48 |50 |42 |45 [2.0]2.1
131 | F [443[439]12.4]12.0|36.4|35.6| 8600} 7500(17.8|19.4| 17.8|18.7| 11.1| 9.7 8.1| 7.3[17.4]16.2|1.2]1.0
132 | M |[538(546{15.7|16.7|48.6(50.1} 5300| 5100{25.0|25.0] 12 |12 20 {19 34 |46 |13 |14 [1.2{0.7
138 | M |430[411(14.0]12.9142.9{40.5| 5300| 4100{23.1{29.9| 13 |13 6 4 55 |56 |20 |11 10.9(0.8
141 | M |503|504|16.3|16.4(47.2|47.3| 5600 6000{25.7(38.4| 36 |30 35 |18 6.9 5.0({15.6|16.2{0.9{0.8
142 | F |472(459|12.2112.7|38.0{38.7| 7800| 5700/23.6|18.6| 22 |15 5 2 7.4| 6.5(13.2|11.9(0.7{0.7
144 | F |439(413|11.4|10.6{34.4|32.3| 5000{ 4500(19.9{18.2| 20.6{19.9| 13.1} 9.1 7.3| 5.7|16.6/19.0{1.0{1.2
*Before treatment **After treatment
Table 24 Clinical abnormal values
- - Clinical
Case Sex Dlagnosnls mea Dose Duration | Occurring Course of clinical Occurring
N A (Underlying abnormal (days) d abnormal values rate
a
o ge disease) value (mg> /day) ays Y
F Alp 6.0—13.4—5.2
. AS.C. Alp t 80x 3 7 7 th
A P (Before) (7th)(22th) 2/52
.8%)
M ccc B.UN.24.7-29.4-23.7| ©:8%
. e B.U.N. 80%x 3 14 14th
0 (B.P.H) ! (Before) (14th) (50th)
X ik 3) WNFRE, FRHE, FBAE, Db Piv-
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CLINICAL EFFICACY AND USEFULNESS OF KW-1100
(BACMECILLINAM), A NEW ORAL ANTIMICROBIAL AGENT,
IN URINARY TRACT INFECTION

Keizo Suzuki, Hipekr Tamal
Department of Urology, Hiratsuka Municipal Hospital

Yorio Naipe, Tapasar Ocawa, MasaNoRI YANAOKA
Department of Urology, Fujita Gakuen University, School of Medicine

Icairo Nacakuso, KaTsuo TAKANASHI
Department of Urology, Tachikawa kyosai Hospital

RyuicHiro MoRIGUCHI
Department of Urology, Nerima Sogo Hospital

A new oral antimicrobial agent, bacmecillinam, a prodrug of mecillinam was administered in treatment of
149 urinary tract infections. The drug was given at daily doses of 120-320mg. The clinical efficacy was
evaluated by the criteria of Japanese UTI committee.

1. The resutls obtained for 84 cases of acute simple urinary tract infection (81 cases of cystitis and 3

cases of pyelonephritis) were as follows: the clinical efficacy was excellent in 49 cases and moderate in
32 cases with the overall efficacy rate being 96 %.

2. The overall clinical efficacy obtained for 44 cases of chronic complicated urinary tract infection 40
cases of cystitis and 4 cases of pyelonephritis) were excellent in 7 cases and moderate in 10 cases.
In the cases which were infected by organisms sensitive to mecillinam, the clinical efficacy in 17 cases
was excellent in 5 and moderate in 7 cases, being a high efficacy rate as 71 %.

3. With respect to safety, side effects were observed in 3 cases (2% of total) which were stomach
discomfort in two cases and a hard feces in 1 case. These were, however, mild and had no problems
for continuing the therapy. In clinical laboratory findings, there were no significant changes in perip-
heral hematology, liver and kidney function values except a slight elevation of Al-P and BUN in each
one case.

4. In conclusion, bacmecillinam showed a markedly high efficacy and a well tolerance in treatment of
UTI infected by the strains such as E. coli, Klebsiella, p. mirabilis, Citrobacter which were highly
sensitive to the drug.



