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Table 1

Standards for the classification of patients

Trial A

Trial B

Exception

(Wound infections after asepticism)
OWound infections after operation
on trauma (including operations

on benign tumors)

OWound infections after neck

dissections or mastectomy

(Wound infections after thoracotomy)
O Postoperative chest wall wound
infections after operations such
as resection of lung, of esopha-
gus, and nontuberculous pyothorax|

O Pleural cavity infections

O Complication of bronchial fistel

and esophageal fistel

O When tuberculous pyothorax
patients were operated.

(Postoperative infection after esophagogastrostomy, esophago-enterostomy,

gastroenterostomy, entero-anastomosis, anastomosis of bile duct and small intestine

(LoxeMIRE' s operation), | ete.)

O Wound infections after the above-
mentioned operations

O Peritonitis after the above-
mentioned operations

O When wound infection or peritoni-
tis is undoubtedly due to a failure

of the sutures.

(Infections after cholecystectomy)

OWound infections after chole-

cystectomy tectomy

O Peritonitis after cholecys-

O When bile duct drainage is exec-
uted. Or complication with
biliary fistula.

(Infections after appendectomy)

OWound infections after appende-
ctomy and primary closure

OWound infections after appende-
ctomy and drainage

O When peritonitis remains after
appendectomy and drainage.
(Including complications of
abdominal wall infection and
localized peritonitis.)

O When peritonitis or abscess remains
after appendectomy and drainage,
and intestinal fistula is combined
with it.

(Infections after rectal amputation)

O Postoperative abdominal wall
wound infections after rectal

amputation amputation

ODead space infections of wound
of perineum after rectal

O Wound infections of artificial anus
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Table 2 Par ticipant institutions (1)

First Department of Surgery, Hokkaido University, School of Medicine
Department of Surgery, Obihiro Hospital
Department of Surgery, Hakodate Hospital
Department of Surgery, Hokkaido Social Insurance Central Hospital
Department of Surgery, Kaisei Hospital
Department of Surgery, Tenshi General Hospital
Department of Surgery, Kushiro Rosai Hospital
Department of Surgery, Muroran Nikko Hospital
Department of Surgery, Iwamizawa City Hospital
First Department of Surgery, Facultyof Medicine, University' of Tokyo
Department of Surgery, School of Medicine, Keio University
Department of Surgery, Tokyo Dental College Ichikawa Hospital
Department of Surgery, Kasumigaura National Hospital
Third Department of Surgery, Nihon University, School of Medicine
Department of Surgery, Akieda Hospital
Department of Surgery, Doaikai Hospital
Department of Surgery, Kanamecho Hospital
Department of Surgery, Seya Chuo Hospital
Department of Surgery, Takada National Hospital
Department of Surgery, Itabashi Chuo General Hospital
First Department of Surgery, Niigata University, School of Medicine
Department “of Surgery, Niigata Saiseikai General Hospital
Department of Surgery, Kuwana Hospital
Department of Surgery, Murakami Hospital
Department of Surgery, Niigata Rinko General Hospital
Department of Surgery, Misono Hospital
Department of Surgery, Shinrakuen Hospital
Department of Surgery, Tochiogo Hospital
Department of Surgery, Uonuma Hospital
Department of Surgery, Joetsu General Hospital
Department of Surgery, Keinan Hospital
Department of Surgery, Shirane Kensei Hospital
Department of Surgery, Niigata Prefectural Sakamachi Hospital
Department of Surgery, Niigata Prefectural Yoshida Hospital

First Department of Surgery, Nagoya City University Medical School
Department of Surgery, Hamamatsu National Hospital
Department of Surgery, Tajimi City Hospital
Department of Surgery, Koseiren Bisai Hospital
Department of Surgery, Inabe Kosei Hospital

Second Department of Surgery, Osaka City University Medical School
Department of Surgery, Osaka City Sumiyoshi Hospital
Department of Surgery, Osaka City Momoyama Hospital
Department of Surgery, Joto Chuo Hospital
Department of Surgery, Osaka City Kita Hospital
Department of Surgery, Morimoto Hospital
Department of Surgery, Fujiidera City Domyoji Hospital
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Table 2 Participant institutions ( 2 )

Second Department of Surgery, Faculty of Medicine, Kyushu University
Second Department of Surgery, School of Medicine, Fukuoka University
"Department of Surgery, Fukuoka Chuo National Hospital
Department of Surgery, Sawara Hospital
Department of Surgery, Kyushu Cancer Center

First Department of Surgery, Nagasaki University, School of Medicine
Department of Surgery, Sasebo General Municipal Hospital
Department of Surgery, Sasebo Central Hospital
Department of Surgery, Isahaya General Hospital
Department of Surgery, Nagasaki Mitsubishi Hospital
Department of Surgery, Nagasaki Genbaku Hospital

Second Department of Surgery, Nagasaki University, School of Medicine
Department of Surgery, Nagasaki Municipal Hospital
Department of Surgery, Juzenkai Hospital
Department of Surgery, Fukui Hospital
Department of Surgery, Goto Chuo Hospital
Department of Surgery, Simabara Onsen Hospital

First Department of Surgery, Kumamoto University, School of Medicine
Department of Surgery, Kyushu Kinen Hospital
Department of Surgery, Hitoyoshi General Hospital
Department of Surgery, Kumamoto Rosai Hospital
Department of Surgery, Ueki Chouritsu Hospital
Department of Surgery, Yatsushiro City Hospital
Department of Surgery, Saigo Hospital
Department. of Surgery, Aso Chuo Hospital
Department of Surgery, Yamaga Municipal Hospital

Second Department of Surgery, Kumamoto University, School of Medicine
Department of Surgery, Ushibuka Municipal Hospital
Department of Surgery, Arao Municipal Hospital
Department of Surgery, Kumamoto Municipal Hospital
Department of Surgery, Takachiho-cho Hospital
Department of Surgery, Miyazaki prefectural Nobeoka Hospital
Department of Surgery, Miyakonojo National Hospital

First Department of Surgery, School of Medicine, Kagosima University
Department of Surgery, Ibusuki Onsen National Hospital
Department of Surgery, Shibushi National Hospital
Department of Surgery, Kagoshima prefectural Oshima Hospital
Department of Surgery, Kagoshima prefectural Satsunan Hospital
Department of Surgery, Nanpu Hospital
Department of Surgery, Kobayashi City Hospital
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Table 3 Standard criteria for assessment of clinical effect

Trial A

Trial B

resent)
Target P

@ Redness or Swelling (when either one of

them is present, (symptom) is judged

@ Pain
® Distension
® Muscle defense

@ Discharge
@ Tenderness
® Fever

o @ Induration ® Pain and
findings . '
@ Local heat ® Discharge @ WBC at the end of treatment
® Fever
and
(@ WBC at the end of treatment
Excellent : Excellent :
More than two thirds of the initial symp- More than two thirds of the initial symptoms
toms disappear within three days, and WBC disappear within five days, and WBC
returns to normal at the end of treatment. returns normal at the end of treatment.
. Effective : Effective :
Criteria

More than two thirds of the initial

symptoms disappear within seven days.

Poor :
Cases other than excellent or effective
ones.

More than two thirds of the initial

symptoms disappear within fourteen days.

Poor :
Cases other than excellent or effective

ones.

O Evaluation of fever and WBC data

Fever i—vveee Under 37C
e 37°C and over, and under 38°C
Heerenenes 38°C and over

WBC: Normal-«-+--+ Less than 8,000.

Olf the WBC at the end of treatment is not available, the judgement is to be made without WBC.

OMore than two thirds means not less than 4 symptoms/ 6 symptoms, 3/5, 3/4, 2/3, 2/2 or 1/1.
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Table 5 Patient characteristics
Trial A Trial B
Characteristics Groups CMX|CTM ;rteasttistics CMX | CTM ’srt?ttistics
~19 1 2 1 2
20~29 7 4 5 2
30~39 3 2 3 7
Age (yr.) 40~49 8 6 Z =0.802 6 15 Z =0.941
50~59 10 12 13 14
60~69 13 16 11 10
70~ 10 11 9 9
Male 35 35 R 32 42
Sex Female 7 18 x ,=0.005 16 7 Z =0.086
~39 3 4 2 8
Body weight (kg) 40~49 13 12 2 —o.170 12 16 2 1. 326
50~59 21 23 19 20
60~ 15 14 15 15
1 Cancer 17 19 x2=o0.018 24 33 x:=0.174
Other than cancer 35 34 ° 24 26 N
Primary diseases L’)f*;f;";';‘es of upper digestive 18 25 19 26
2 Eyisz.‘;?fs of lower digestive 26 23 xi=2.006 26 32 x.-1.596
Miscellaneous 8 5 3 1
Esophagus.” stomach, or small 16 18 15 21
. Appendix, colon, or rectum 21 20 . 26 31 )
Site of surgery x ., 0.668 x,=0.625
Biliary organs, or pancreas 6 8 2 3
Miscellaneous 9 7 5 4
Upper abdomen 13 20 18 25
Lower abdomen 28 19 23 25
Site of infection Perineo-anal x’ 4.199 6 8 x:=0.382
Wound with drain tube 3 6 1
Miscellaneous 8 8
Superficial abdominal wall 29 18
Tunica muscularis 17 23
Depth of infection Deep abdominal wall 6 12 x-5.465 x2=o0.018
Peritoneum 30 35
Dead space 18 24
Onset day of infection 0~-7 24 22 x%=0.080 26 31 2% =0.001
(postoperative days) 8 ~ 28 31 v 22 28 o
i 0~5 40 40 ) 36 35 »
(SJ:yré atter “omser day) 6~ 12 | 0 12 2 | TeTE
None 7 21 31 39
Combined surgical Incision 37 26 x%=3.399° 8 15 x%=0.021
procedures Yes | Puncture 3 1 ¢ 1 1 °
Miscellaneous 5 5 8 4
None 3 1 4 6
Penicillins 16 17 20 22
Chemotherapeutics Cephalosporins 42 40 ?—0.280 31 41 2% =0.000
prior to the trial Yes | Aminoglycosides 23 14 ° 22 26 ¢
Tetracyclines 0 2 0 1
Lincomycin 1 0 1 3

Z : Two sample W iLcoxox test
2. .
Xo + 2 Xn table chi square test

A P<0.01
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Clinical Clinical findings Tesf ' %)
findings Groups N o [With-T Tora statistics 50 o
With (%) out ot (x2) 0 L ! ' ‘1(]0
Loal | CMX| 51(98.1) | 1 | 52 0,240
findings |CTM| 50(94.3) | 3 | 53
‘ CMX| 51(98.1) | 1 | 52
Discharge CTM| 50(94.3) 3 53 0.240
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F
et lcrM| 30es6.6) | 23 | 53 | 008
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(%)
2) Trial B 0 510 100
1 1 1 1 1
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. CMX | 4187.2) | 6 | 47 3
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1
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—— CMX

o---°CTM



VOL. 30 NO. 7

CHEMOTHERAPY

795

FEARAEFRATFCAWTHEAREOSEELHRE L

7okERix Table 5 /RTEEH T, HBRARKVTRRE
DEEEDET CMX KoPRERNE 2 & E, B
O ARBINE T CMX BB % LT UL ICERAN RS
SEAEH >0 LHL, ThBWTFhOEBETL S5
BOKETHEDOEIDDOIY, FRARTILEHE—
D &ETHEFANEERFS I hicE VW2 5,

2) HEBIARERBEOFIER
KRATIRNTR, BHE REB TR, R
BORBOEFERNED - 1hs, AHCEEDOERXRD

fei»te (Fig. 1o

3) AREAREDOEEE

8 4 DIER & & FERBAIARFIC & b W ICERIR IR A R
ER (THER) DEBEYSHBREL (H4: 24 +:

Fig.2 Initial severity of clinical finding

18, —: 08, TOAFACL VEEAHED & E
Er B L, FOERIL Fig.2 iwikT &R D TRR
A, ZBBELHEAB TEEEIZHOLALEIRDD
i"l«f&ﬁ")ﬁ:o

2. HRAEFHE

D ERREHR
FEFIBEDOEEIR B R % iz LR Fig. 3Rtk
512, REBATIECMX B 92.3%, CTM B 73.6% O F
WHRTH D, FAICHEEDOENRED SR (P<0.05),
¥ ABBTOEMNRILCMX 3£78.7%, CTM £ 73.6
YL BITRAEDEDRTS - 70

2) ERELHUEE

FIEFDRBKTMT — 212 X 5 RER (EPAE+A

Fig. 4 Overall assessment by surgeons (Final as-
sessment in each case including incomplete

Number of
patients

Total

score

Trial A

Trial B

10 20

1 L

Z=0.532

Z=1.492

E-3CMX
CJ1CTM

Z : Two sample W ILCOXON test

Fig.3 Clinical responses on standard criteria

follow-up)
(7%), Trial A Trial B
100} =1 il
80f
601 ,
Worsening
Not
40+ changed
Fairly
20f % moroved
H2.1) Markedl
/. 4 improve
CMX CTM
(52) (53)
Z =0.826
x$=0.151

Z :Two sample

WILCOXON test

x8 12X 2 table chi square test
(Markedly improved and improved vs. others)

Fig.5 Judgement of clinical usefulness

(%) Trial A
100}
80
601
40 { Fairly
satisfied
201 Satisfied
17-3) ' IO.T :’1]’,5 )4 ::T\vflui‘d‘] g
CMX CTM CMX CTM
(52) (53) (48) (59)
Z =0.875 Z =0.096
%26=0.012 2$=0.131

(%) Trial A Trial B
100F
80
60
40
20+
0
(52) (53) (47) (57)
Z =1.707~ =0.413
x 3=5.227" X3=0.135
A1 P<0.10
» . P<0.05

Z : Two sample WILCOXON test
%6 - 2X2 table chi square test
(Excellent and effective vs. poor)

Z : Two sample WILCOXON test
%8 *2X2 table chi square test
(Completely satisfied and satisfied vs.others)
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E)%AhbE, Fig 40X 5cR%RATCMX 2 76.9%,
CTM B 71.7%, RE B Tix CMX 5 76.6%, CTM &
71.9% THho1o A, BERARELARDOERTHY,

HERIICMX FDOHRE L > EEERRD ORI

Motce
3 FAK

MEFBOERUEL IR LIERIFigSsnt s
b, EEHmE] & TR 2z FARIE, RRA
Tt CMX B£57.6%,CTM #£54.7%, RB: B Tix CMX

$£56.3%, CTM %£50.8% TH b, \"ThdmEsy
ITAESEDERTH - 1o

1) ERREEOHT

LROBEE LR AN BE, Fig 6 RT3
Z, RBRAD S ARICERRERT CMX F 25.0%,
CTM B7.7% LEBDOENRALRTE, RBRBIREWT
it CMX 2, CTM #\Fh b A0 REROEBYE
LA, 14 B BTk CMX BOFMA0LE HEke
BHokREREDEIALRI 5o

Fig.6 Overall assessment by surgeons (Cross-section on days 3, 5, 7, 14)

Days after Trial A Trial B
the start Cumulative (%) Cumulative (%)
of trial .. .50 _ 1oo . 100
3 TN A Z=1187 | o Z=0.787
5 '..\ \.\ Z=1.199 \}\ \\ 7=0.257
. NN W | z=0.55 ‘é‘\ \ Z=0.170
14 DN PR
» . P<0.05 @ : Rate of markedly improvement

(Veriﬁcation by markedly)
improvement rates

O : Rate of improvement

:CMX

Fig.7 Comparison of the “life table survival rates” with respect to target symptoms and signs
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Fig.8 Improvement rates of various clinical findings (Final assessment)

Trial A Trial B
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0 I N
Local heat . ) ,6,1 a o f }‘;
i) 4 \
Discharge '7 { cz' 5{ a :of Q'c{
- Distension ‘ \ '3
L] l [} H
L ! ‘I !
Ex Tenderness ! |‘ ‘ e
E-E Muscle " ' i .
<& defense ! \
Fever "'{ o » / 9’}/
y 7 +
WBC [& J . 4 $
= P<0.01 @ . Two grade improvement
* 1 P<0.05 (C : One grade improvement at least
AT P<0.10 — 1 CMX

5) FERREROHD

FIERD S b, BEATR, F&h, HHE QmERE, H
MATRGERBDOIICDOWT, £HEDFEIC X bR
FICBRERY B LRI Fig 7 TH b, RERATIE
WTFROFER D CMX BEOH AR 4 LTV 1eAs, lo-
grank test TEEDEIZLZbI L -T2 KRB TIXE
EFERBOHBY T L, BERFETIET CTM
HOBENEN b DDOHFBEDE T, » 20
ek, BEKERCOVGCTHESKTRONRER Y HE
AITHET 2 & Fig. 810R+ X 512, RBBA TIHHE,
B, AMERET, ¥RBRBCRER BR EE
RT CMX EMER T,

6) [ERImHT

BRZHRS L ORREBOAEEIC SV TEEAT R
BERCTEBAMIT 2T\ T D85 R % Fig 9 1R Lo R
BRATHEZDHSBIITRTCMX BEOBEHRE 7213
BERVERTH D, RAEFMOBRIC LS —H LT
7o —H, RMB TIZZED IS NI BILA T -1,
7 EIffA R L OBRREERSLG

BIfE R & L OFBRRAERFLFICOVT A B G
BhHbe THES LiciEE Table 6, 7 TH 5,

ElfF BRI, CMX £ 0.9% (1/113), CTM ¥
3.3% (4/122) TCTM Hic W TEVWRERTH - 1=
B, BETIAh -7,

i) Side effects (Trial A+ Trial B)

Table 6 Side effects and abnormal laboratory findings

CMX CTM
Eruption 2
Eruption and anorexia 1
Eruption and nausea 1
Eruption and itching 1
Number of manifestations 1/113 4122

Number of cases

Rate of manifestation (%) 0.88% 3.287%

{
i

ii) Abnormal laboratory findings (Trial A+ Trial B)

CMX CTM
GOT 1
GPT 3
GOT and GPT 2
GPT and Al-P 1
GOT, GPT and Al-P 2
Nomb ; N
umber of manifestations 4/113 5 /122
Number of cases
Rate of manifestation (%) 3.547; 4.10%
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EEROERIVVTRIRBETH Y, WThOEHT
JRBREOHEIIFIEI N TV oo CMX B 1 FNTF
BRARTIRY G, FEEOERTHY, CTM BT
3, REOAMN2HT, MCThZThBEL, BERLHY
S>teb D& 14, FH4BED LRI,

R EEORFELBIL BT, WFh L FSERE
{tfichh, CMX 2 3.5% (4/113), CTM # 4.1%
(5/122) THotlo a8, THOFFEEREML,
Thd BN TRERTHELY, PIEEVCThIEE
BB LT\,

8) MIEFMRE

EHFEFRCBRE IR BT W TEK S S e r
DB B IR Table 8 TH%, MEHIFOE ML

Rt CMX % 84.6%, CTM B 87.7% T, FRAED
BRTHoToo BEHKEBMEL, CMX BETIX5H,
CTM BTk 14 BThoT,
I % %=

MR BIRER ORI % - FEERES Y & & L
T, CMX DOEEKRHE AR FET 5 72 CTM # 1R
RETr_EEREARY T -1

&, BENRE LMEREDRLE & LT,
WK Escherichia coli, Klebsiella pneumoniae 7c &
D77 ABHERENRERY HD T, BE, BRE
BERoRmEEbH\E T, B fragilis *R&Ek LT 5
BEEEOHBEHAELHMERCD S, 48, RE%T
Teote CMX i, 75 ARMEECY L THCER IR

Table 8 Bacterial responses

CMX CTM I:Y:[;egf‘esdtr:fit::sr
Species treatment
Eradicated Decreased Persisted | Eradicated Decreased Persisted m
S. aureus 3 0 0 5 0 1 0 1
S. epidermidis 7 0 0 8 0 0 1 3
S. faecalis 8 0 3 14 0 2 1 2
Other GPB 5 0 0 3 0 0 0 1
E. coli 18 7 0 18 1 2 0 0
K. pneumoniae 13 2 1 9 0 2 0 0
P. mirabilis 0 0 1 1 1 0 1 0
P. vulgaris 3 0 0 2 0 0 0 0
P. morganii 7 1 0 3 0 0 0 0
P. rettgeri 1 0 0 0 0 0 0 0
Enterobacter 7 0 1 6 1 0 0 2
Citrobacter 2 0 0 1 0 1 0 0
P. aeruginosa 5 0 1 10 1 3 0 2
S. marcescens 2 0 1 0 0 2 0 1
Achromobacter 0 0 0 2 0 0 0 0
Other GNB 4 0 0 7 0 1 0 2
Peptococcus 9 0 0 10 0 0 0 0
Peptostreptococcus 14 1 0 12 0 1 1 0
Bacteroides 10 2 2 17 0 0 0 0
Fusobacterium 0 0 0 1 0 0 0 0
Other anaerobes 0 0 2 0 0 0 0
Candida 0 0 1 0 0 0 0
Yeast like organisms 7 0 0 3 0 0
Total 126 13 10 135 4 15 5 14
(84.6%) (93.3%) (87.7%) (90.3%)
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BhEAEL 77 ABEE RIEECSLTS, B
HENxETS, WbPLHE=HROBEK L7 » » AR

Y vHEITH D, HERRRECHTARERELTUL, &
hiREr eI hd.

—F, WHBEELLTREALCIMIZL, HEY DL
o, RERERAIh TN, Wh)sE—ttR o CEZ
LORBORBIEOWTO_EEREBRAR L S W T
CEZ D¥BTAHEC B h, BROERMES Y LFHES
RTWhB, D &mb, CMX OXBE & L T,
CEZ X h{\vhWrf_tt-REOERELSD CTM O
FOgYLELr, WHBREE LTBIR LI, ARABRCH
THREREFV R IRICESI 247 I TH D5, BRIH
FIESHEERLOREORERC X H 285 flw 4O
O%ﬁ@ﬁi & L?’Co

FTFEREFOVWTHEBOSEERY R LER,
Fdo X S e ABENEDALREB IR, WE
FULIHER—D &S W THERN S hIcEEL DR
50

KRB EBL WRAIRY: GABRA) LHREE k&%
IO BRBRB) X G LcDit, ThEToM
FeERic R A EERBII SV T RNEATWB XS
12810, FHREROKBTILEVAH D, AiBAIRSIE
A% L, BB EERHEMETH D, EFOHE
NHEHRBREIRCT W EEL bR BD, BEEXRS IV
FERERR G DT IEFNT X 2 IR R Ui b KR
B, EMHEDET Y, BAD7 5 7 2 2B

BRroFRicBEYRITTZ NS, HRARL
HREHRLIEL FEFADHREOEZLBDA W Lt
Xhb, SEORBRICE VT, MHRARKITR VT
CMX DRl CTM lEXBELARBRL T Wi
2%, HTERERE L - FERERPIC RSV TTHERERD 5 2 Tt
CMX pRRE X5 L DOHEROEXRDUM o1z, &
DZERDWTIRIRD X 5 CHEBEBIC LR LE
WLTWBDTIRIRV M EELBR S,
ERFTROBEHEFRENLRKE £ To %
CEEEE) FIUHEEDEX (B R H) OBTELY,
BRMHER, BRREBNBBEER LURERFLOZLE
OB B LiciERE% Table 9, 101277, 0k
BErnbiBEbhkI SR, REREBNBEFEIEELD
HBIVE L, BERHRIBEROEI LOMBIE, T
thb, SRNREEIEBEE LREMABE LI
LEcEETHEIRTE Y, BRBREIEDLLNEW)
EHEDEIZER LI DT, MHEERC L »TEH
RIETHE EREBEDLIDOEELLR D,
LIRPBERE THD L ABRADEHIERIL 3 ART
CMX % 15.4%, CTM £ 5.7%, 5B#%TCMX g
25.0%, CTM $7.7% ThHYH, 5 BEDEIEETH
21 Thob bRERERMNBEE TERALRh- 1
25 B DL BREE CTREMCENRA LR TEY,
RO X5 eFEd UTERBHEADE 3% FHHT5EK
PHRIZFWTHENRRORICT & & I —FKTHR/RT
Hoto THILCMX OFHTNBEMNLL, X hEDH

Table 9 Correlation between clinical responses and difference of total scores between
pre-treatment and post-treatment in clinical findings

Trial A (n=105) Trial B (n=107)
Local 0.2314° 0.5148%** 0.2100* 0.2889"*
findings : . . .
Discharge 0.3738*** 0.4725*** 0.2559** 0.2677**
Abdominal . .
findings — — 0.2324 0.2164
Fever 0.1528 0.3293*** 0.4216*** 0.5327°**
WBC 0.1772° 0.3684*** 0.3453*** 0.3607""*
* % % . P<0.001 Clinical responses Overall assessment Clinical responses Overall assessment
* % : P<0.01 on standard by surgeons on standard by surgeons
* . P<0.05 criteria (Final assessment) criteria (Final assessment)
A P<O0.1
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Table 10 Correlation between clinical responses and disappearance time* of

clinical findings

Trial A (n=105) Trial B (n=107)

Local 0.5834**~ 0.3032"" 0.2401** 0.1254
findings
Discharge 0.5111""" 0.4242"*" 0.4846"" " 0.4001°""
Abdominal - 0.4989"** 0.3278"*
indings
Fever 0.3236""* 0.2521** 0.5831*** 0.5401**"
WBC 0.2918** 0.2234* 0.4088"** 0.3505***

*x % % . P<0.001 Clinical responses Overall assessment Clinical responses Overall assessment

* % P<0.01 on standard by surgons on standard by surgeons

% " P<0.05 criteria (Final assessment) criteria (Final assessment)
/. P<0.1

¥ 1 0 Within 3days, 2 @ Within 5days,
CERERNHEIND ZEXRB LD EEZ LR
Bo “DEILCMX © MIC 1 CTM D Fh k g1
», EFOBIVEBEHNECX S WRETLHENILR
FTaicd, BROEICEETHIOLEELLA, #
BHIRELY ISR LD E VW2 LD, ks, ZDE
I HIZHECT 5 DI FERIER DO KRS Rt
BT, HEEITEDLAWIZ LTS, CMX » CTM
WHLEERE D LW ESHEHALTE Y CMX 0FJhik
DI ENIhbhb,

—7, BREBHBEER CEPEE+HEH) TRRA,
RKBRBELThrh CMX B 76.9%, 76.6%, CTM B
1.7%, 71.9% Th-15, F B R GEFCHR+H
B) BRRA, RBBLbLThFh CMX ¥ 57.6%
56.3%, CTM % 54.7%, 50.8% Thbh, FRRDOH
DR EBPIBER L VEWEERR Lo HIXFEHE
ELERER I BHETH DD, LR EELIERRT
BDa% o2 THETHON LT, HREREKRS
RCEB LI LELZ LR AFERTROVUREIFERAZ LI
BRLTHETBLDTHA D EHBIND, BRI
ABRAT [ZHKE] F70 MHKE] LHEI RIS
FEFEFHEL F 7003 TR SHEIhEM
DT 20 HTH-700, 5B 14 BTSN B
B (UIBABEE) A HfTEh Tk Y, HENNEDEDOR
REHRBLRLTVERTH -1 ZDIedEREIRHE
BB, FANGESHELLLDLEELLRS, T
Ithd, FRKNEREBHHERCHETEV- DI,

3 . Within 7 days,

4 : Noclinical findings, 5 : Unkealed.

AEHIE T K OBERSFCHELRITTHRET, BIfF
¥ XORRDEMACRRDOER RS LD hE
TORKBEREZINR L THEAERHEL TV S s
HEIh D,

HE, MEBERECS LT CMX iR B RY
~L, BREKDEILLEIERAORERILEL, FLE
Bieb Db @Bdbhieh - o AFNIMERYIECN L
TERICEAREZFETER LD EEL DR S,

X 8

1) Goto,S.; M.Ocawa, A.Tsui, S. KuwaHARA,
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A double blind group comparison study was performed to ascertain efficacy and safety of cefmeno-
xime (CMX, SCE-1365) as compared with cefotiam (CTM) in treatment of postoperative superficial
purulent infections (hereafter called Trial A) and postoperative peritonitis and/or dead space infec-
tions (hereafter called Trial B). Patients received through i.v. drip infusion either 1g unit of ce-
fmenoxime or 1g unit of cefotiam twice a day for 7 days and 14 days in Trial A and Trial B,
respectively. The results obtained from 111 cases (Trial A) and 124 cases (Trial B) are as follows:

1. As for the clinical efficacy of Trial A, the effective rates were 92.3% (48/52) and 73.6% (39/53)
for the CMX group and the CTM group, respectively; the CMX group showed a significantly better
result. On the other hand, the effective rates of Trial B were 78.7% (37/47) and 73.6% (42/57) for
the CMX group and the CTM group, respectively; no significant differences between the two prepara-
tions were observed.

2. As for the degree of overall improvement at the end of the treatment, the improvement rates
were 76.9% and 71.7% for the CMX group and the CTM group respectively in Trial A, and 76.6
% and 71.9% for the CMX group and the CTM group respectively in Trial B; although the impro-
vement rates for the CMX groups were higher, significant differences were not observed.

3. When the overall improvement rates were examined for the whole period of treatment, the
marked improvement rates for the CMX group were high after three days and five days in Trial A,
and the manifestation of the efficacy of CMX was quicker than that of CTM.

4. As for the transition of survival rate of each target finding, the CMX group showed earlier
eradications rate in discharge, fever and WBC in Trial A. In Trial B, the CTM group showed an
earlier eradication rate in abdominal findings. However, significant differences were not observed in
both cases.

5. As for side effects, it was noted in 1 case (0.9%) of CMX group and 4 cases (3.3%) of CTM
group; all of them were eruptions. As for abnormal laboratory findings, they were noted in 4 cases
(3.5%) of CMX group and 5 cases (4.1%) of CTM group; all of them were those of hepatic functions.
Significant differences were, however, not observed between the two preparation groups, in kind and
frequency of manifestation of side effect, and in details and frequency of abnormal laboratory finding.

As shown above, it was concluded that CMX is clearly a preparation of high usefulness for the
treatment of postoperative infections.



