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Table 1 Collaborated clinics

TSUNEO NISHIURA, YUKIMICHI KAWADA, YUSUKE KANIMOTO and NAOKI KATOH
Department of Urology, Gifu University School of Medicine
TATSUO TAWARA and YASUO HOsOI
Department of Urology, Yamato Hospital
ISAO SAITOH
Department of Urology, Tokyo Kyosai Hospital
MASANOBU HORIE
Department of Urology, Toyota Hospital
KAZUTOSHI ISOGAI
Department of Urology, Ogaki Municipal Hospital
YORIO NAIDE, TAMIO FUJITA, HARUYOSHI ASANO, NORIHIKO OKISHIO,
HIDEKAME TAMAI and MASANORI YANAOKA
Department of Urology, School of Medicine, Fujita Gakuen University
NAOAKI IKEDA and TAKAHIDE ODA
Department of Urology, Saitama National Hospital
ICHIRO NAGAKUBO
Urology Service, Kyosai-rengokai Tachikawa Hospital
TATSUYA HASHIMOTO and TAKASHI KAWAKAMI
Department of Urology, Ogikubo Hospital
Ryoj1 UNNO
Department of Urology, Kawasaki Municipal Hospital
KEIZO SUZUKI
Department of Urology, Hiratsuka Municipal Hospital
SEIICHI AOKI
Department of Urology, Hino Municipal Hospital
SHIGERU TADA, YOSHIHISA YAMAZAKI and MASAHARU NISHII
Department of Urology, School of Medicine, Mie University
KAORU SAITHO and KATSUNORI KOMEDA
Department of Urology, Chusei Sogo Hospital
OSAMU MORI and NORIMOTO SUZUKI
Department of Urology, Saiseikai Matsuzaka Hospital
KoJI OBATA, HIROSHI NATSUME, HIROO ITO, HIROAKI KOBAYASHI and
TAKAO SAKATA
Department of Urology, Nagoya First Red Cross Hospital
HIDEKAZU ASAKA
Department of Urology, Nagoya Ekisaikai Hospital
TOHRU TAKITA and SHUNICHI OTANI
Department of Urology, Chubu Rosai Hospital
KyoicHI KURODA and MITSUO OHKAWA
Department of Urology, School of Medicine, Kanazawa University
TETSUSHI KOSAKA
Department of Urology, Maizuru Kyosai Hospital
YASUO KANEDA
Department of Urology, Tsuruga Municipal Hospital
MASAKI SHIMAMURA
Department of Urology, Saiseikai Fukui Hospital
MASARU SAWAKI
Department of Urology, Naruwa Sogo Hospital
KAZUE UENO, KUNITOMO WATANABE and NORIE YAMADA
Institute of Anaerobic Bacteriology, Gifu University School of Medicine
TSUNEO TANAKA
Department of Health Administration, Tokyo University School of Health




yoL. 29 S-1

CHEMOTHERAPY 7 915

3 LARBILTOADELITIET 5 & & Lo

8. BB &

R THARRERIR L, TARHOMR, BAL
LUBEOHUEETT, TRTRREHEH o UIcES)
OVTE, H5» UHEDIRHEBELEICHE D, %
BUFRBLICBLTHROHEET 5720 FRIEM
COWLTHBA, THEFIPE /E B B 5 =] RS EM %0
Z, BROFBILL B SDODEDLERET L,
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B, ¥7213 Klebsiella pneumoniae GN 7037#%, Bk
P10 MB/ml 133 &5 1CHERE L, 37°C T4 IR i%
TD1H4E% Heart infusion agar CEBF) _RIC#Hk
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Fig. 3 Urinary excretion
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Table 2 Assay result of CMX and CEZ sample
N . .
Before After
No. 1 ‘ No. 2 ’ No. 3 | Mean | No. 4 | No. 5 | No. 6 l Mean
I ) L b -
CMX mg (potency) | 549.3 | 553.5 | 528.5 | 543.8 | 428.6 | 530.7 | 537.0 | 516.8
\
500 mg(potency) % 109.9 | 110.7 | 105.7 @ 108.8 96.5 | 106.1 | 107.4 i 103.4
CEZ mg (potency) | 1020.1 | 1059.4 | 1062.7 | 1047.4 | 1031.9 | 1022.7 | 1108.3 ‘ 1054.3
1,000 mg(potency) % 102.0 | 105.9 | 106.3 | 104.7 | 103.2 | 102.3 | 110.8 i 105.4
Table 3 Patient studied Fig. 5 Background characteristics
i X2 P .
Patient CMX | CEZ test , Lo Category % fn(:lt;:il:a]
Total No. of cases 132 | 140 / - ol LS
No. of cases excluded 23 28 Female (@f=1)
£ d NS. Cystitis N
No. of drop out cases 5 9 =1.404 Disgrosts | PYelonephrids .
No. of cases evaluated for df= UTI after (df=2)
clinical efficacy 104 | 103 | (df=2) prostatectomy
= Operation None
No. of cases evaluated for before Done
usefulness 104 103 / treatment Done (prostatectomy)
Indwlli -
I\i?aeofeé:zfs evaluated for 132 | 140 / il ::_ :
Type of Single infection
infection Mixed infection

Table 4 Reason for exclusion

Reason CMX | CEZ
Bacteriuria less than 104 cells/ml 13 18
Pyuria less than 5 cells/HPF 1 5
Bacteriuria less than 104 cells/ml and
pyuria less than 5 cells/HPF 2| 2
Infected with Yeast like organism 4 2
Received CEZ untill one or two days
efore 1 1
No underlying disease 2 0
Total | 23 | 28

BT Fig. 5 ICRL708, LTNOEBICE LTS mE
BERED s hisde 7 E M4 7 (Fig. 6), UTI
RAMELAEC 151} 2 R RRERN % (Fig. 7), BRE
A1 (Fig. 8) 1B LT b MERNCE D 5 i o

1o

Complication

+

Chemotherapy _
before
treatment +
Concomitant —
drug +

Pyuria

+ (5~ 9 cells/HPF)
~+ (10~29cells/HPF)

+ (30~half field)
+# (more than half
field)
10 cells/ml
Bacteriuria | 10°®cells/ml
10°cells/ml
Subjective — 1*=0. 14?'5
symptom + (df=1)
—o CMX
a---a CEZ

IS IFEREICxT S CMX B8XUCEZ @ MIC %

# (Fig. 9, Fig. 10) I0b 2L £%

B 13» o 720

13

B CMX ®E5BICBF5 CMX © MIC 2417 (A) &,
CEZ #5Rticki} 3 CEZ ® MIC 437 (D) DR
CRBEENED SN, CMX © MIC OFFh56.8+
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Table 5 Reason for drop out

Fig. 7 Group of disease

Reason CMX | CEZ %
CMX 2 =329
Discontinued due to side effect 0 4 D cEZ (df=5)
Irrigated catheter with solution 1 1 ar
contained antibiotics |
Missed the time of urine examination 4 2 0l
Error of dose and dosage 0 2
) 0 I
Total 5 9 group 1st 2nd  3rd 4th  S5th 6th

Fig. 6 Age distribution

%

V) cmx . )
X2=5.176
» [Jcez (dr=6)
20
10
0

1st group (Catheter indwelt)

Single 2nd group (Post prostatectomy)
infection 3rd group (Upper U.T.I.)
4 th group (Lower U.T.I.)
Mixed 5th group (Catheter indwelt)
infection 6 th group (No catheter indwelt)

4.7 ug/ml, CEZ $3104.5 +4.4 pg/ml &, CMX MF
3.9 BT Sh TN, RHARSEICERHHo
MIC ZH#8 L7841 s, CMX @ MIC [2¥45.3+
4.7 ug/ml, CEZ 13F45124.9+4.4 pg/ml & 4.580%
BHBELEDL, COEREIBEEROETHY, EX
A OB U b D TRV EEZ S iz,

17—29 30—39 40—49 50—59 60—69 70—79 80—9l (years)

Yl Eopk#te b mEHIZIZNEREEATEH Y, LIk

Fig. 8 Organism isolated from urine
Isolated Drug 1(;\'0'?{ s;gain.s 30 X test
: CMX
S. faecalis
GPB CEZ

Other GPB(8)

o
CEZ

E.coli S
Citrobacter sp. 8)]‘54%( E
Klebsiella sp. (C:Lé{%(

B o NS,
*=14.838

Enterobacter sp.

ol

(df=10)
GNB | Serratia sp. | SMX g
Indole(—) Proteus sp. ghé%(
> CMX
Indole(+) Proteus sp. CEZ E
P.aeruginosa | CNX |ppmmmm—m— )
Other GNB | EMX g1

t
Single Mixed
infection infection

(a) GPB : All strains are GPC except one strain of Corynebacterium

-
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Fig. 9 Distribution of sensitivity (108 cells/ml)
100r  WILOCOXON test
2samples test
% A:C Zo=1.587N.S.
o B:D Zo,=1.030N-S.
")
s A:D Zo=6.141%*
o
[
S 60F 1sample test
[
& A+C:B+D Z,=12.191 %%
2
3 0}
3
E
3
O
20}
OO, S X N X
Drug | MIC(kg/ml) [ $0.025 0.05 0.1 0.2 0.39 0.78 1.56 3.12 6.25 125 25 50 100 200 400 800 1600 >1600 Z:’r‘_'.'":""“
MIC to CMX| 6 8 10 13 4 4 7 6 6 6 0 10 1% 18 17 1 2 0 144
X Al o—e | (4.2%) (9.7%) (16.7%) (25.7%) (28.5%) (31.3%) (36.1%) (40.3%) (44.4%) (48.6%) (55.6%) (62.5%) (73.6%) (86.1%) (97.9%) (98.6%) (100%) (100%)
MIC to CEZ 1 2 1 8 0 6 2 6 2 2 4 3 3 65 144
B: 0--0 0.7%) (21%) (2.8%) (8.3%) (15.3%) (21.5%) (25.7%) (41.0%) (45.1%) (46.5%) (47.9%) (50.7%) (52.8%) (54.9%) (100%)
MIC to CMX| 4 8 2 4 5 4 6 8 5 9 10 6 2% 6 8 3 134
iz Cia—a | (3.0%) (9.0%) (25.6%) (28.4%) (32.1%) (35.1%) (39.6%) (45.5%) (49.3%) (55.9%) (63.4%) (67.9%) (87.3%) (91.8%) (97.8%) (100%)
MIC to CEZ 1 2 1 12 9 6 7 2 4 4 4 5 2 3 s2 134
D:a-a | 0.7%) (22%) (3.0%) (11.9%) (18.7%) (23.1%) (28.4%) (44.8%) (47.8%) (50.7%) (53.7%) (57.5%) (59.0%) (61.2%) (100%)
( ) Cumulative percentage
Fig. 10 Distribution of sensitivity (10° cells/ml)
100 WILOCOXON test
2samples test
% A:C Zo=1.429N.S.
o B:D Zo=1.277N.S.
g A:D Zo=6.649%% C\ »
5 s
© 60r lsample test A A& A
[
& A+C:B+D Z,=12.969%*% & L7 et
o / . -
2
s 40t
3
E
3
6]
201

ezee kX
A e
Total No. of

Drug | MIC(ug/ml) | 50.025 0.05 0.1 0.2 0.39 0.78 1.56 3.12 6.25 12.5 25 50 100 200 400 800 1600 >1600 | ‘°°

MIC to CMX 8 9 un 6 5 8 10 1 1316 “ 6 6 2 144
X Al o—e | (.6%) (118%) (194%) (27.1%) (31.3%) (34.7%) (40.3%) (47.2%) (52.8%) (60.4%) (69.4%) (80.6%) (90. 3%) (94.4%) (98.6%) (100%)

MIC to CEZ 1 4 2 1 13 3 8 2 4 2 3 4 2 2 68 14

B:o--0 0.7%) (3.5%) (4.9%) (12.5%) (21.5%) (23.6%) (29.1%) (44.4%) (47.2%) (48.6%) (50.7%) (53.5%) (54.9%) (56.3%) (100%)

MICtoCMX | 9 “ 13 6 5 6 8 6 n o 13 12 12 1 4 2 1 134
ez |LCPe | 67%)  (17.1%) 269%) (31.3%) (35.1%) (39.6%) (45.5%) (50.0%) (58.2%) (67.9%) (76.9%) (85.8%) (94.8%) (97.8%) (99.3%) (100%)

MIC 10 CEZ 1 1 2 3 15 1 4 8 23 5 3 2 3 2 2 49 134

D:a--a | (0.8%) (1.5%) (3.0%) (5.2%) (16.4%) (24.6%) (27.6%) (33.6%) (50.7%) (54.5%) (56.7%) (58.2%) (60.4%) (61.9%) (63.4%) (100%)

( ) Cumulative percentage
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S THRAE D 3T S S 2 5 e Table 6 Overall clinical efficacy
* —_—

5. EEIRZHIER Drug | Excellent | Moderate Poor Total

i. BAEERDHR CMX 27 39

UTI AR 1O 51 5 S ARAE 2 Table 6 (26.09%) | (63.5%) | (oo'0s) | ™
DESICEDE, EHBEHEDFRICHE LTS CEZ vy 29 60 103
CMNX. 25 E 35000 s B H R e S5 (13.64) (41.7%) | (100.0%)

¢ i 20 () Cumulative percentage

EEPRZNEHIE DI & 15 - 1IN RAD R L IR R & D WILCOXON 2 samples test Z,=3,993%*

Excellent : X3=4.236* (df=1)
Excellent + Moderate : X3=8.936**(df=1)

Table 7 The relation between efficacy on pyuria and bacteriuria

Pyuria

Bacterit;{;\\ Drug Cleared Decreased | Unchanged bac::fi};r?: WILCOXON 2 samples test
CMX 27 6 21 54 (51.9%)
Eliminated =~ | e e e
CEZ 14 4 17 35 (34.0%)
CMX 2 1 6 9 (8.7%)
Decreased =~ | e Efficacy on pyuria
CEZ 1 0 2 3 (2.9%) NS
_ cMX 1 2 9 12 (11.5%) Z=1.523
eplaced =000 Jeeeeens ) N
P CEZ 4 1 14 19 (18.4%) Efficacy on bacteriuria
. CMX 4 2 2 29 (27.9%) Zo=2.967
nchanged |
} CEZ 6 4 36 46 (44.7%)
CMX | 34(32.7%) | 11(10.6%) | 59(56.7%) | 104
Efficacy on pyuria |- [sroememnssssnnnnad - ) [RSS Case total
CEZ | 25(24.3%) | 9( 8.8%) | 69(67.0%) | 103
Table 8 Overall clinical efficacy classified by type of infection
No. of cases Overall WILCOXON
Group Drug (Percent) Excellent| Moderate | Poor efftectiveness tZstamples
of total rate es
1st gorup (Catheter indwelt) &I::/IZX igggg%g (5) g 18 gg:?://z Zy=2.149*
NS.
[
2nd group(Post prostatectomy) gl];/IZX ig%gi;ﬁg g Z 13 gé:g‘ﬁ Zy=1.629
: NS.
Single CMX| 12(11.5%) 6 6 0 | 100.0% -
oution] ¥4 Eroup (Upper UTL) | CR77) 1501476%) | 8 4 3 | a0y |D=0
NS.
0,
4th group (Lower U.T.I.) S%AZX gg%gg%g g g g ;g:gé Zy=1.077
) 0,
sowa  |GSEB| B | B | B| B [eov
0,
5th group (Catheter indwelt) EIE/IZX %gggg%g g g %g ‘{g:gé Z,=2.700%*
. NS.
Mixed | gth group CMX 21(20.2%; 3 9 9 | 57.1% |z,-1.088
infection (No. catheter indwelt) | CEZ | 24(23.3% 2 8 14 41.7% o
0,
wwa|S5(8E] 3| % %] 8% [
o CMX| 104(100% 27 39 38 | 63.5% |7 —3.903%
Total Cbz | 103100569 | 14 29 | 60 | 4L.1% [T




yoL. 29 S-1

CHEMOTHERAPY 921

Table 9 Clinical assesment by the doctors in charge

m Excellent | Moderate Poor Total
CMX 26 41 37 104
(25.0%) | (64.4%) | (100.0%)

CEZ | 17 33 53 103
1 (16.5%) | (48.5%) | (100.0%)

() Cumulative percentage
WILCOXON 2 samples test Zo=2.324*
Excellent : 22=1.782 N.S. (df=1)

Excellent + Moderate : X3=4.683*(df=1)

B3 Table 7 IC5R U7eds, IRIRBFR ICDLTIIEE
HicErEnd, MERDHRICBHT CMX £58H D
B#kE (p<0.05), b+ E (P<L0.01) 28
BT Ch T, HBEAXROERICE L TRER
EERBSIP 0T

REFREAIC AR % H#k 3% &, Table 8
DEIREIBBIUESHOLITNO I F —F AV BE
BitBLT CMX BESHOBENERICTSNATED,
FRE2RICBLTHEREL BRSO D,
CMX BEBOMREBEMHILDEL L >TW5, TD®H
ERMRRAI2AE L UCBABREAILEKICOLTHR L.

BaAb, WFhd CMX REBHICKT 2 B4 BKRSR
BERICT ST,

i, REIEUEIC X SERZR

IEREM R ASHITE L 7o BRI R 1T Table 9 0 X 51T,
FHETRIB HWE LR HIEDb o710, E+EDER
CMX BERICBLTHEICE D 5o

ii. fERICXTY BER

G 2 U ERICET 5 B D ERD IHERRILE
Table 10 TR U7cAs, WINDERIC DL TS HEFR]
WEREZEDS NP o0

iv. FHEZEMIGIR

BRI EE Table 11 Ok 5iC, CMX #EEFH»
5 YEEI N 1728k 1334k (77.3%), CEZ #2538 160
K104k (65.0%) MSIEKRL, CMX 8#EEICENT
BRICEOAENEENES L.

CHAEBERNCA S &7 5 AGURAN CTIELRYD
B, 75 AR IR TR, Serratia O H KM
CMX #EBICBOTHERICEL, ELERETIERL
A3 Citrobacter, Pseudomonas aeruginosa 15 & DIEELR
b CEZ BEHICLLETELY, 77 +1[BEREL
RELTDHERIZ CMX BEBIZBLTEHERILTS
NnTHize

Table 10 Effect on symptoms

Drug Resolved Improved | Persisted Total ;NILCOXON
samples test
Hight body CMX | 18 (82%) | 1 (86%) | 3 (100%) | 22 N.S.
temperature CEZ 18 (82% 0 P Zy=0.053
%) 0 (82%) | 4 (100%) 22
CMX 9 (26%) 8 (50%) | 17 (100%) 34 N.S.
Pollakiuria Zy=1.638
CEZ 4 (13%) 6 (31%) | 22 (100%) 32
Discomfort on CMX | 12 (55%) 1 (59%) | 9 (100%) 22 . N.S.
> =0.737
urination CEZ | 10 4s%) | 0 (45%) |12 (100%) | 22 |
CMX | 12 (57%) 2 (67%) | 7 (100%) 21 N.S.
Dysuria Z,=0.110
CEZ 15 (58%) 1 (62%) | 10 (100%) 26
Sensation of residual CMx 7 (35%) 5 (60%) | 8 (100%) 20 Z A
f =0.652
urine CEZ | 8 (35%) | 2 (43%) |13 Q00%) | 23 |
Discomfort in the CMX | 11 (61%) 0 (61%) | 7 (100%) 18 N.S.
lower abdomen CEZ 7 (44% 0 o Z=0.977
%) 0 (44%) 9 (100%) 16
Lower abdominal CMX 7 (50%) 2 (64%) | 5 (100%) 14 z N.S.
A =1.518
pain or backache | cpz | 11 (79%) | 1 (86%) | 2 (100%) | 14 ’

() Cumulative percentage
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Table 11 Bacteriological response

Isolates Total No. Erf&fi/lc)a(ted T CFZ K test
of strains (%) Persisted ofOtsﬂaIi\{'xos' Eragg/::'slted Persisted (df=1)

S. faecalis 29 24(82.8%) 5 15 13(86.7%) 2 2=0,010N-S.
Other GPB‘® 18 | 17(94.4%) 1 21 | 18(85.7%) 3 |1=q.38S
Subtotal (GPB) 47 | 41(87.2%) 6 36 | 31(86.1%) 5 |1=0.03NS
E. coli i 22 19(86.4%) 3 24 21(87.5%) 3 22=(, 10505
Citrobacter sp. 9 7(77.8%) 2 9 2(22.2%) 7 X§=3_555N-S'
Klebsiella sp. 10 10 (100%) 0 9 7(77.8%) 2 | 2=0.685NS
Enterobacter sp. 1 1 (100%) 0 9 5(55.6%) 4 | 2=0.046N>
Serratia sp. 19 13(68.4%) 6 16 3(18.8%) 13 X5=6.750%*
Indole (=) Proteus sp. 8 8 (100%) 0 1 |10(90.9%) 1| 2=0.00NS
Indole (+) Proteus sp. 8 8 (100%) 0 7 5(71.4%) 2 | =0.7144NS
P. aeruginosa 30 |12(40.0%) | 18 18 316.7%) | 15 | B=1.86N>
Other GNB 18 | 14(77.8%) 4 21 | 17(81.0%) 4 | B=0.03N
Subtotal (GNB) | 125 | 92(73.6%) | 33 124 | 73(58.9%) | 51 | ¥=5.400%

o Total 172 [133(77.3%) | 39 160  [104(65.0%) | 56 | ¥3=5.576*

@ GPB : All strains are GPC except for one strain of Corynebacterium.

Fig. 11 Distribution of sensitivity to each drug of strains appearing after
treatment (10 cells/ml)

100 4
|
1
]
!
80 ——o CMX ;
1
& a----aCEZ i
£ |
3 60 :
@ 1
& .'
2 !
240 A
3
E
3
(&)
20
=005 0.1 0.3 L5 6.2 25 100 400 1600
0.05 0.2 0.78  3.12  12.5 50 200 800  >1600
MIC (zg/ml)

MIC ORIEA{TOE CMX 258144k, CEZ # FERTHD, ChICKHL MIC =25 xg/ml OKTH
EB34KICOWNT MIC & EHIZR & 0 BRER T4k chabEk (62.2%) EINKLRIZETL, COMICAR
%95 &, Table 12 X 51T CMX #5# T3 MIC EnBH SN (P<0.01)o
<12.5 ug/ml OBDOWLFAT0H634E (90.0%) & —%, CEZ 5% iz MIC <800 xg/ml OHKOMH
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Table 13 Strains appearing after treatment

CMX CEZ
Isolates No. of straiAnAs No. of strains
(%) (%)
S. faecalis 6(13.0%) | 3(5.6%)
Other GPB 5(10.9%) | 7(13.0%)
E. coli 0 1( 1.9%)
Citrobacter sp. 204.3%) | 3(5.6%)
Enterobacter sp. 1(2.2%) 1 0
Serratia sp. 2(4.3%) | 6(11.1%)
Indole (=) Proteus sp. | 1( 2.2%) | 0
Indole (+) Proteus sp. | 1( 2.2%) @ 2( 3.7%)
P. aeruginosa 7(15.2%) | 13(24.1%)
Other GNB 11(23.9%) | 16(29.6%)

10(21.7%) | 3( 5.6%)

Total \ 46 (100%) | 54 (100%)

Y.L.O, Candida

MCNEMAR test ‘ X2=0, 490N‘S'

KEHITIRRPTOME (88.6%) & BIF TH >7cds, MIC
=1,600 #g/ml O TIA558:h20%k (36.4%) EFHHIC
ETL, COMIERENRBD SN (P<0.01)

2T CMX #5B T CEZ ® MIC $5=1,600 1g/
ml O¥RICEBT B CMX (L X B MEFINREEZ B &,
68FR T 39%k (57.4%) MIHK LTHD, CEZ H5HIC
BUY BMHEANKRES6.4% LD BRICHOLHERTHD
(P<0.05), CEZ MHEICHT 2 CMX OB LT
#FINhio

BE%HBEMET Table 13 O X512, CMX #58
1324 (30.8%) 468k, CEZ #5312 38(7 (36.9%)
54k Sh7ons, HMBARICE U TI3mBEICEER
WIS, o BEDWRTIE CEZ 5B T3 Serratia
B LU P. aeruginosa DHBEENETEL, TD2H
75 hAHRE 2K & LT HBEE 25 CMX #55F
X oELEmRE R L. —F, CMX 58T Can-
dida ¥7z13 YLO @ HBFAE M CEZ FHC K UL {H
Mm% 7R L7zo 72% Other GNB IZ B9 5 HFL O IR
BERREE ICHBEEM b, ThoiRLThbE
MBS 7 LRMAREBICRT 2D TH 7,

ChoRE5%EEMmEO MIC 13 Fig. 110Xk51C,
BEFEACH LTHHEERT 005, CMX #58
T 27HE 18Kk (66.7%) ETH MIC =25 pg/ml T
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Table 14 Side effect

I) Incidence of side effect in the CMX treatment group

£

No. of side effect Relation to the drug
. Severity of :
Type of side effect :
P symptoms Total Definite |Probable|Possible Probably Definitely
HH ‘ +H + not not .
Rash o 108%) | 1 | | T
Total No. of 1 ‘ ’ 4
Total No. of side effect 1 1
cases 1
evaluated Total No. of
132 cases cases with 1 (0.8%) 1 (0.8%)
side effect

1) Incidence of side effect in the CEZ treatment group

No. of side effect

Relation to the drug

Type of side effect Severity of .

P symptoms Total Definite [Probable| Possible | FroPably | Definitely
H ' i ‘ + not not

Pyrexia 1 1 (0.7%) 1

Headache 1 1 (0.7%) 1

Nausea 2 2 (1.4%)

Epigastric discomfort 1 1 (0.7%)

Shock 1 1 (0.7%) 1

Vomiting 1 1 (0.7%) 1

Cold perspiring 1 1 (0.7%) 1

Depressed blood pressure 1 1 (0.7%) 1

Total No. of ’sl;gialefl;leo(;t of 6 1 2 9 ! 6 ! !

cases 8 1

evaluated Total No. of

140 cases cases with 5 (3.6%) 4 (2.9%) 1 (0.7%)

side effect

Statistical analysis on incidence of side effect between the groups : Binomial test P=0.2188 N.S.

%0, CEZ %5 B Tid428kh28%k (66.7%) » MIC
>1,600 #g/ml TH oo

6. EIfEM

SIEFIC DL TR, IREHIZED AL, E DR
24T o 7oh8, EIREMEIFER 3 Table 4D X 51T CMX
BERTI32 0 1l (0.8%) ([CHEEDREHED
LhTWB., COEMTRIAEeAF IVHEHAL
CMX 0513 MBI TLEM, Tk CMX &5
BTH%2 HEICHAELTWVLS,

— %, CEZ #5#T21404ith 54 (3.6%) 9D
BIVEF A S Ntcht, CO D LHRALBRNS S E¥
KRN bDid 4 (2.9%) 8 THY, TORHEK

1B U CIBHIC AR ik o fo 1385, BWEROL
BEKOBEE ik U7z ERIZ CMX &E# T3
S7eh8, CEZ #5BHCIE 4516 ) b b (Table
14)o

SXREERBRAEMIC OV T, CMX #5HTH
Table 15 @ X 5 1C119%Ith295] (24.4%) S0#CHS
DRI B NI, DS BEALEFRDY EEL
SNicbDid 9 (7.6%) 144 THoto LBLLN
SORFROVINGBETHO, FekEsHE—BRO
2{t<TdH o7z (Table 16),

—%, CEZ #58 T3 Table 15 &5, 1220
234 (18.9%) 39{LIC REEDHAH L NI Znob
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Table 16 Cases with deterioration in laboratory test result

Drug | Age } Sex ‘ Items and changes of abnormal values
39 m S-GOT (5—83—45%), S-GPT (5—81—-872), Al-—P(lO.l-’ll.4—>12.0‘)
46 m S-GOT (42.2—63.4—37.92), S-GPT (26.5—39.0—20.7%)
49 m S-GOT (22—49—242), S-GPT (18—76—472)

92 m S-GOT (26—46—26%)
CMX 47 m S-GOT (33—50—492)
49 m S-GPT (22—44)
75 m S-GPT (45—64—332)
69 m S-GPT (39—50)
79 m BUN (17—33), S-Cr. (1.4—1.8)
17 m WBC (6300—3700)
71 m Plate.  (317000—178000)
cEz | 7L | m | S-GOT (43-58-24%), S-GPT (28—50-20%)
69 m S-GOT (84—179), S-GPT (63—103)
69 m S-GOT (33—44)
82 m S-GOT ( 8—47)
2 : Follow up
Fig. 12 Usefulness
100(
90t
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70+
g
5 60
(3]
g
501
2
= 40
E
=
O
30F
20f
10p
0 ¢ , , A , , , ) . :
Usefulness A S SR S (R (R R SR A ST
score 9 19 29 39 49 59 69 79 89 99
x| G | h o aosw Graw o GLew @) G (uo%) @) aooow)| 1%
ez | S | 6T s caim @i @ Gm @ maew e @ o] '®
x’:‘:r:l:: test Z=3.398%%
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FREEROHS SO 6H1(4.9%) 84 THY (Table
16), BEnERERICHE U THEMICEREL BDIH
5o

7. AR

HAOEDY EBER L EERE U TRERELE LY
&\, AR, Fig. 120X 5iC CMX #5FICH L
TERBVIENEZ 5 hvico BRMEMS0E8LLEEH
sxnf R 13 CMX 8258108364 (79.8%), CEZ
WERCSIF (57.3%) H0, CMX BREFICHERICS
mote (P<0.01)

% %

1. BRSRICDONT

AEObNONORETIEI CMX 1H 1g, 5 HRD
BETENE26.0%, EN+BHE3.5%L, 20T
WMCBLTS CEZ 1H2g BEFICHLARICTSN
REBEEBN, CTREISIC, BoT G R R
EHEIC, AU UTL RRSOBEELR[L, ZEERE
CEORFEINIZCDWAE2HRODE T raxFY) v
FEAORS LB L TH B &, B+BEHRICHELT
Cefoxitin (CFX) 1 H 2g #580%iCKBIT 5 47.6
%, Cefmetazole (CMZ) 1 H 2g #59U4FICLT 3
43.6%%, Cefotiam (CTM) 1 H 2g #%586%IC B
%46.5%%, Cefamandole (CMD) 1 H 3g #5& 1014
LB 247.5%° K LLThED bEL, FREFOD
HERS 3 - DI R, CMX 3 CEZ I
DT, ZNS5DLHLWBE2MRD L7 728
YREK LB U TH, MR B RYE DR H &
LTEDI TR HDEEZONB,

UTI RS0 RERER I, BLEE B5HKC
BT CMX OHESERICT AT, Chid
ST LI LI, chdonF7—F VEEER
KBOTRMMBECH U Serratia, Proteus, P. aeruginosa
BEDHBEEMEL, —F s OBEBICXTT 3
CMX OfiEihhs CEZ 03 ¢hTWLAT EAEEE
EXoh5,

Ui TbW2E 2RO+ 7 > o 2 £ Y v HEE
AOREFERAGR L LB LB A S, FIBHTHL
TCFX 319%d142.19%, CMZ 1227414137.0%, CTM
13294ch34.5%, CMD 132451116.7% DEZEKRTH 5
s CMX 13190157.9% TH b, FHFS5EHCHLT
b CFX 3174ch29.4%, CMZ 13194%121.1%, CTM
A 74Ich28.6%, CMD (214/5]h28.6% DBEXETH 5
M CMX (325(148.0% &, >Fhd CMX DRIEA
03 ¢hTILE,

DX CMX FHERD €7 7o zx8Y R
DRYRDSEBRHNED > 7o ML R BRRGE D 1 BEDH
S5HICH LTS, HROEHLY BOEKRMEERT
%, CMX #HE5HOHNICE L TREFERIOSREE
HEET2 &, BSBICBOLTRLEL, DLTHEH,
FIHOREE>TWHE, L LEHROBEHLIHSD
BB LB UIES, BHRBERICEVLERE
FELUIBW, Tbb CMX (3 kM RERGYE D5
EARBICH LTS, —BUEOMRESHIBLEAT
HBENHITEMHEREL D,

DEICHBEREHRICONTA B &, CMX #EHIC
B 2MENEERIT CEZ #REFICHLARILTNT
Wi, THNEEFBNCH IS Serratia WK 13 5%
BEMEBRICT AT, 2O &IT CMX 0 RRE
RIRE BT 255808, K SERMROmICRME L
HDENZ B,

—h, EENSRERATHRLTAS L, CEZ
RSB TIRAEOHENE IS, 01T LETNCHRE
DIEWETE & LT Citrobacter (22.2%), Serratia (18.8
%), P. aeruginosa (16.7%) 15 EMNd S 305,
CMX 5B TR IO LD XEEII P. aeruginosa
(40.0%) 120 TH b, MIC - HEZENIZR - DHEFZRE
BET L7 #R T2, CMX 1H lg #50 KO KR
BHED _EFRIZ12.5 #g/ml EEZ 5 hlch, MIC ORIE
DIFJRE T H o 7z CMX 5 D P. aeruginosa 28%kkth
255k FTHCDIRAE ML S MIC =251g/ml TH >
72T o, P. aeruginosa [T X3 5 CMX D ZhE M
EL &bl EBRLSDEEDLND, Ui LEKAT
D258k th178 D MIC 1325% 721350 ug/ml TH 5B T
EMS, MBI XZRBOMED H2W0ITHFHKS H»
AN,

CDEMLDEETIZ E. coli, Klebsiella, Indole (—)
Proteus 12d B A A, Citrobacter, Enterobacter, Indole
(+) Proteus T LT CMX B EHWLAEMBRRER
L, &< Indole (+) Proteus ® 8 ¥k 28I L LT
WEEREEINGCNSDOFHE»S CMX(1 g/day)
SHHEME IR BB D 5 B, P. aeruginosa % FRIE &
AETXTORRBICELRERET L LI &M
HkEDo

BEHETMEAICOVLTIE, ZOHBHEFICELTE
MEHEICEE B o 78, TOWR T CMX #
BB T B Serratia % P. aeruginosa D ¥ S,
CEZ ¥ 5RICHUETENDEY TH 7o UL LEEE
Bt 7 RSO BTAEREE L SICEL, T
Candida ® YLO O3 CMX #BEBHICBWHLTETF
Bk SicBbhizo Candida  YLO D REZIC 44
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BREMEHRIINT USARTIR LN, SBEEEL
BETILENDAD,

2. BIfERICDWT

CMX REFCBT 2 BHMEIER I, 1HICREH
BHoNIDAT, 2EEEH? BT 5 BIERAREXR
2.3% LD EVDIDTH o7z CHREBES S EIORKR
HCBFE1BERERMN1IH 1g THY, -85
% 5 A E HBRIEL D o 2ed EBbh b,

I ERRREEORE b KES0 GOT, GPT 0Z%H
THY, LOIEELD—BEHEDSDNBEN ST,

IhopZ eds CMX B0 €7 rax#) v
A EFERICEWER O T 130, REBEREEZ T
WD EBb,

2 £ X |

1) GOTO, S.; M. OGAWA, A, TsuJI, S. KUWAHA-
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We conducted a randomized, double-blind comparison of cefmenoxime (CMX, SCE-1365), a new semi-
synthetic parenteral cephalosporin, and cefazolin in the treatment of complicated urinary tract infections.
Patients received either 0.5 g of cefmenoxime or 1g of cefazolin twice a day for 5 days by intravenous
drip infusion.  Of the 207 patients admitted to the study, 104 received cefmenoxime and 103 received ce-
fazolin. There was no significant difference in the background characteristics.

Excellent plus moderate responses were obtained in 63.5% of 104 patients receiving cefmenoxime and in
41.7% of 103 patients receiving cefazolin. This difference was statistically significant (p<{0.01). When
clinical efficacies of both drugs were compared in relation to the type of infection which was classified into
6 categories according to the criteria of UTI committee. significantly higher efficacies of treatment were
obtained in group 1 and 5 in cefmenoxime group.

The overall bacteriological response to treatment was also significantly higher in cefmenoxime group.
When bacteriological responses to treatment were compared between two groups according to the bacterial
species, eradication rate of Serratia was significantly higher in cefmenoxime group.

Drug-related side effects were observed in one patient receiving cefmenoxime and in 4 receiving cefazolin.
Cefmenoxime, at the dose employed in this study, was more effective than cefazolin in the treatment of com-
plicated urinary tract infections.



