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Table 1-1 The list of collaborating institutes and participating surgeons (1)

Institutes

Surgeons

First Department of Surgery, Asahikawa Medical College

First Department of Surgery, Hokkaido University, School of Medicine
First Department of Surgery, Sapporo Medical College

First Department of Surgery, School of Medicine, Yamagata University

First Department of Surgery, Gunma University, School of Medicine
Department of Surgery, Isezaki City Hospital

Department of Surgery, Tano General Hospital

Department of Surgery, Haramachi Red Cross Hospital

Department of Surgery, Jichi Medical School

Second Department of Surgery, Dokkyo University, School of Medicine
Second Department of Surgery, Chiba University, School of Medicine
Department of Surgery, Chiba Prefectural Sawara Hospital
Department of Surgery, Chiba Prefectural Togane Hospital
Department of Surgery, Koritsu Chosei Hospital

Department of Surgery, National Insurance Naruto Hospital
Department of Surgery, Funabashi Municipal Medical Center
Department of Surgery, Satte General Hospital

Department of Surgery, National Insurance Kamogawa City Hospital
Department of Surgery, Kashima Rosai Hospital

Department of Surgery, Kawasaki Seitetsu Hospital

Department of Surgery, Chiba Social Insurance Hospital

of Surgery, Numazu Municipal Hospital
of Surgery, Shimizu Kousei Hospital

Department
Department

Third Department of Surgery, Nihon University, School of Medicine

Department of Surgery, Akieda Hospital

Department of Surgery, Itabashi Central General Hospital

Department of Surgery, Kanamemachi Hospital

Department of Surgery, Seya Central Hospital

First Department of Surgery, Juntendo University, School of Medicine

Department of Surgery, Izu-Nagaoka Hospital an affiliate of
Juntendo University

Department of Surgery, Kyotoh Hospital

Department of Surgery, Katsunan Hospital

Department of Surgery, Kawaguchi Saiseikai Hospital

Department of Surgery, Koto Hospital

Department of Surgery, School of Medicine, Keio University

Second Department of Surgery, The Jikei University, School of Medicine

Department of Surgery, Tokyo Medical College

Department of Surgery, Tokyo Medical College, Hachioji Medical Center
Second Department of Surgery, Yokohama City University, School of
Medicine

Department of Surgery, Taura Kyosai Hospital

First Department of Surgery, St. Marianna University, School of Medicine

Department of Surgery, St. Joseph Hospital

Second Department of Surgery, Toyama Medical and Pharmaceutical
University, Faculty of Medicine

First Department of Surgery, Medical School, Nagoya City University

Department of Surgery, Midori City Hospital
Department of Surgery, Chita Kosei Hospital

Natsuki Samejima, Koji Oshima
Junichi Uchino, Toshihiko Tsuburaya
Akira Hayasaka, Koji Shiramatsy
Masaru Tsukamoto, Mitsuru Toyono,
Akira Suzuki

Takuji Nakamura, Yukio Nagamachi
Tatsuji Matsusawa, Katsutoshi Hiwatashi
Takashi Okada

Nobuo Ogata

Akiyoshi Kashii

Yoshio Tajima, Toshio Tomita
Hiroshi Sato, Koichi Isono, Shoichi Onoda
Yoshio Otake, Hiromitsu Soma
Youichi Nomura

Yoshio Koike, Fumio Chin

Seiji Hori

Masahiro Tomoe

Hirokazu Yoshikawa, Hiroshi Saito
Toshinobu Takahashi

Masahiko Toyama

Masayuki Kimura

Hiroshi Nishijima, Masanori Ohkawa,
Shigeto Oda

Kohsuke Ozawa

Tsuyoshi Hara, Tetsuji Taniguchi,
Hiroshi Yamamoto, Hideo Yamada
Issei Nakayama

Yozo Akieda

Tetsuya Watanabe

Toshiaki Suzuki

Kanji Itokawa

Tsutomu Kidokoro, Yozo Watanabe
Toshihiko Matsumoto, Toshinobu
Kawashima, Takeshi Kudo

Hidenori Tsumura, Toshio Morimoto
Kenro Nakajima, Takashi Kondo
Naoki Takizawa

Kazuo Kojima

Kyuya Ishibiki, Naoki Aikawa
Fusahiro Nagao, Junji Ikeuchi, Nobuhiro
Takahashi, Hirotaka Kubo
Kozaburo Kimura, Akio Azuma, Koichiro
Katoh

Tatsuya Aoki, Yoshikazu Hara
Syuji Tsuchiya, Yukihiko Monguchi

Shinji Togo

Hiroshi Watanabe, Kimio Namatame,
Yasutoshi Biwata

Ryuichiro Okamura

Masao Fujimaki, Kenji Tazawa

Jiro Yuya, Nagao Shinagawa,
Shu Ishikawa, Masahide Ando
Susumu Watanabe

Akihiko Iwai
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Table 1-2 The list of collaborating institutes and participating surgeons (2)

Institutes

Surgeons

Department of Surgery, Koseiren Asuke Hospital
Department of Surgery, Rinko Hospital

Department of Surgery, Tokai Teishin Hospital
Department of Surgery, Koseiren Bisai Hospital
Department of Surgery, Komono Kosei Hospital
Department of Surgery, Inabe Kosei Hospital
Department of Surgery, Morimachi Public Hospital
Department of Surgery, Hamamatsu National Hospital
Department of Surgery, Kakegawa City Hospital
Department of Surgery, Tajimi City Hospital

First Department of Surgery, Aichi Medical University

First Department of Surgery, Shiga University of Medical Science

First Department of Surgery, Nara Medical University

Department of Surgery, Saiseikai Chuwa Hospital

First Department of Surgery, Kyoto Prefectural University of Medicine

Second Department of Surgery, School of Medicine, Osaka City
University

Department of Surgery, Osaka City Kita Hospital

Department of Surgery, Osaka City Momoyama Hospital

Department of Surgery, Osaka City Shirokita Hospital

Department of Surgery, Fujiidera City Domyoji Hospital

Department of Surgery, Morimoto Hospital

Second Department of Surgery, Okayama University, Medical School
Department of Surgery, Okayama Red Cross Hospital

Department of Surgery, Okayama Rosai Hospital

First Department of Surgery, Hiroshima University, School of Medicine
Department of Surgery, Hiroshima Memorial Hospital

Department of Surgery, Koseiren Hiroshima General Hospital
Department of Surgery, Mazuda Hospital

Department of Surgery, Kure Kyosai Hospital

Department of Surgery, Koseiren Yoshida General Hospital

First Department of Surgery, Kurume University, School of Medicine
Department of Surgery, Kurume Daiichi Hospital

Department of Surgery, Omuta City Hospital

First Department of Surgery, Medical College of Oita

First Department of Surgery, Miyazaki Medical College

First Department of Surgery, School of Medicine, Kagoshima University

Department of Surgery, Nanpu Hospital

Department of Surgery, Kagoshima Prefectual Kanoya Hospital
Department of Surgery, Kagoshima Prefectual Satsunan Hospital
Department of Surgery, Kagoshima Prefectual Oshima Hospital
Department of Surgery, Shibushi National Hospital

Department of Surgery, Akune National Hospital

Asakatsu Fukuhara

Katsuhiko Tanabe

Osamu Yoshimi

Shoji Kimura, Ichiya Suzuki

Osamu Sakakibara

Akio Inukai, Keiji Matsugaki

Akira Mizuno

Kan Kanamori, Hideya Okada
Akitoshi Ito, Minoru Ebina

Tadao Ito, Kazuaki Matsumoto
Sadahiro Yamamoto, Kotohito Takeshige,
Kenichi Kato

Masatomo Kodama, Fujio Tsunoda
Tsuneo Shiratori, Katsunori Nakatani
Atsushi Imagawa

Toshio Takahashi, Yoshihiro Fujita,
Masami Kasuga

Katsuji Sakai, Mikio Fujimoto,
Takami Ueda

Susumu Doi

Kiyoshi Mitsuyoshi

Sanae Hirata, Kazuma Tsukioka
Sadakuni Maeda

Yuzuru Morimoto

Shigeru Teramoto, Shokichi Komatsubara
Yasuo Sato

Masahiko Furumoto

Takashi Yokoyama, Nobukazu Miyoshi
Shiro Nakai

Noboru Sasaki, Kazumasa Orihashi
Nobutaka Azuma

Hayao Nakai

Hideaki Matsumura, Naomi Nakamura
Teruo, Kakegawa, Hiroyoshi Mizote
Minoru Mizoguchi, Kazuhiko Watanabe
Syun Fukushima

Michio Kobayashi, Kenzo Wakasugi,
Kenji Zeze

Taketo Katsuki, Hisashi Tanigawa
Takashi Kajisa, Takashi Aiko
Kanetatsu Kimotsuki

Wataru Tachiwada

Takaei Kawaji

| Masahiro Matsuno

!Toyokuni Suenaga, Kuniaki Baba

| Tamio Kadomatsu

Table 2 Standard classification of patients

Trial A Trial B

Exception

« Postoperative abdominal
cavity infections

. Wound infections after asep-
ticism

- Postoperative dead space
infections

. Woun_d .infections after semi-
asepticism and contaminated

operati .
peration (Including dead space infec-

tions of wound of perineum
after rectal amputation)

However dead space infec-
tions of wound of perineum
after rectal amputation be-
long to Trial B.

- When wound infections or peritonitis is undoubtedly
due to a failure of the suturation.

- When bile duct drainage is executed or complicated
with biliary fistula.

- When abdominal cavity infections are combined with
intestinal fistula.

- Wound infections of an artificial anus.
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Table 3 Standard criteria for assessment of clinical effect by committee

Trial A Trial B
1) Redness 2) Swelling 1) Distention 2) Tenderness
3) Induration 4) Pain 3) Muscular defense
;Z:iits 5) Local heat 6) Discharge 4) Discharge 5) Pain
i 7) Fever* 6) Local heat 7) Fever*
8) WBC** at the end of treatment 8) WBC** at the end of treatment
Excellent : Excellent :
All of the initial symptoms disappeared within 2/3 or more of the initial symptoms disappeared
3 days. within 5 days, and WBC normalized at the end
of treatment.
Criteria Effective : Effective :
2/3 or more of the initial symptoms disappeared 2/3 or more of the initial symptoms disappeared
within 7 days. within 14 days.
Poor : Poor :
Cases other than Excellent or Effective ones. Cases other than Excellent or Effective ones.
* Fever ++ 238.0°C ** WBC ++ 212,000
+ 37.0°C~37.9°C + 8,000~11,900
- £36.9°C - = 7,900

If the WBC at the end of treatment is not available, the judgement is to be made without WBC.
“2/3 or more” indicates not less than 5 out of 8 findings, 4 of 7, 4 of 6,3 of 5, 3 of 4, 2 of 3, 2 of 2, and one of
one.

Table 4 Bacteria whose names were revised by ICSB recently*®

Old —_— New

Streptococcus faecalis ————  Enterococcus faecalis

GP Streptococcus faecium ————  Enlerococcus faecium
Streptococcus avium ——  Enterococcus avium
Klebsiclla pneumoniae ————  Klebsiella pneumoniae subsp. pneumoniae

\‘ Klebsiella oxytoca

GN
Proteus rettgeri —————  Providencia retigeri
Proteus morganii ————  Morganella morganii
Peptococcus magnus ————  Peplostreptococcus magnus
Peptococcus prevotii —————  Peptostreplococcus prevotii

Anaerobes Peptococcus asaccharolylicus —————  Peptostreptococcus asaccharolyticus

Bacteroides fragilis (group) —————  Bacleroides fragilis

\‘ Bacleroides distasonis

.

Only the bacteria isolated in this trial.
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Table 5 Number of patients analysed

Total No. of cases
CTX 149
CZX 150
Total 299
No. of trial A cases No. of trial B cases
CTX 76 CTX 73
CzZX 80 CzX 70
Total 156 Total 143
i - Side effects-All cases
Clinical efficacy Side effects-All cases Clinical efficacy \de eflects
were evaluated were evaluated
‘ No. of cases evaluated No. of cases excluded No. of cases evaluated No. of cases excluded
CTX 71 CTX 5 CTX 57 CTX 16
CzZX 74 -CZX 6 CzX 58 CzZX 12
Total 145 Total 11 Total 115 Total 28

Table 6 Reasons for exclusion

Group Trial A Trial B
Reason for exclusion CTX Czx agg?;i;g(c)aclz) cTx czx ars‘:‘?;issi;i((:ilz)
Concomitant therapy with other antibiotics 5 3 4 4
Disease not meeting protocol 0 2 6 !
Prophylactic use 0 0 ¢ 2
Not infected cases 0 1 NS 0 ! NS
Administration of CZX before the trial 0 0 0 !
Withdrawal of administration within 3 days 0 0 1 0
Deviation of administration schedule 0 0 1 0
Total 5 6 16 12 N
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Table 7-1 Patient characteristics

Groups Trial A Trial B
Statistical Statisti
Characteristics CTX | CZX analysis (x2) CTX| Czx anal?;;isstlalz)
Male 43 39 35 37
NS
mex Female 28 | 35 22 | a NS
~19 3 3 0 0
20~29 7 3 2 4
30~39 5 7 4 5
Age (Yr.) 40~49 13 7 NS 8 12 P<0.05
50~59 13 12 11 14
60~69 12 23 20 5
70~ 18 19 12 18
~39 5 7 7 2
40~49 19 19 14 14
Body 50~59 33 28 24 29
; NS N
e 60~69 7| 17 1| s $
70~ 3 2 1 3
Unknown 4 1 0 2
Liver, Biliary organs, Pancreas, Spleen 12 15 7 15
Esophagus, Stomach, Duodenum, Small intestine | 20 15 16 16
Underlying | Cecum, Appendix, Ileum 16 15 NS 5 10 NS
desease | Rectum, Anus 3 3 23 10
Other colons 6 10 4 3
Others 14 16 2 4
None 46 41 16 27
NS NS
Cancer Yes 25 33 41 31
. Yes 16 17 20 17
Compll(ieil';n None 55 | 57 NS 37 | 40 NS
Unknown 0 0 0 1
Liver, Biliary organs, Pancreas, Spleen 12 15 7 15
Esophagus, Stomach, Duodenum, Small intestine | 19 16 16 16
Site of Cecum, Appendics, Ileum 17 15 NS 5 9 NS
surgery | Rectum, Anus 3 4 23 10
Other colons 6 10 4 3
Others 14 14 2 5
Superficial 42 49
Tunica muscularis 19 20 NS
Depth of Deep 10 5
infection Abdominal cavity 30 40
Dead space 26 17 N§S
Unknown 1 1
Neck 3 0
Chest wall 4 6
Upper abdomen 27 22
Lower abdomen 28 31 NS
Wound with drain tube 0 5
Site of Perineum 1 0
infection | Others 8 10
Abdominal wall wound anastomosing intraabdominally 4 6
Subphrenic 22 30
Retroperitoneal 4 4 NS
Intrapelvic dead space 26 17
Others 1 1
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Table 7-2 Patient characteristics
Groups Trial A Trial B
. Statistical Statistical
Characteristics CTX | CZX analysis (x2) CTX | CZX analysis (x2)
Onset day ~7 31 | 33 25 | 29
infection 8~14 27 22 22 16
P<o. NS
(No. of 15~30 12 9 0.05 8 8
days after 1 10 2
operation) 31~
Start of ~ 2 41 45 25 17
treatment -
No. of 3~ 17 21 17 NS 13 23 NS
( 8 5 6 10 10
days after ~14
onset day) 15~ 4 6 9 8
None 11 12 22 26
NS NS
Yes 60 62 35 32
None 15 20 41 44
c
2 [ | Before trial 51 | 53 NS 1| 12 NS
” i_ﬁ ﬁ During trial 2 0 2 2
g Before + During trial 3 1 3 0
g None 67 | 70 54 | 54
218
_; {j " Before trial 3 4 NS 3 4 NS
S 2| During trial 1 0 0 0
s; ~ Before -+ During trial 0 0 0 0
2]
A None 70 68 41 43
=R
—'é 2 Before trial 1 4 NS 14 14 NS
= 1’2}
S ; N During trial 1 2 2 1
- Before + During trial 0 0 0 0
None 64 73 54 54
n
;:_‘3 | Before trial 2 1 NS 1 0 NS
o ;—’ During trial 3 0 1 1
Before + During trial 2 0 1 3
Type of Monobacterial infection 38 39 NS 28 18 NS
infection | Polybacterial infection 30 | 25 24 | 34
None bacteria 3 10 5 6
Concomitant | Yes 6 11 1 13
N NS
|  drugs | None 65 | 63 S 46 | 45
|
| Yes 68 65 56 58
NS
i = None 3 9 NS 1 0
B=
A Cephems 35 35 21 23
8= Penicillins 6 5 10 3
'5‘5 Aminoglycosides 1 2 2 2
S Others 3 3 1 5
P n
Po2s |2 Cephems -+ Penicillins 3 7 NS 8 6 NS
'g - Cephems + Aminoglycosides 10 9 9 11
2 Cephems + Others 6 1 2 3
© Penicillins + Aminoglycosides 3 3 3 3
Penicillins + Others 1 0 0 2

Fte, RATE IOBERERO BEBER, ++ G,
W), +(EY), —(EL) THE LI, &FERDOE
B, AMmMBREIEAMERCR Lich, 7— 2 0y H
T, fhiEiz, ++(38C LIE), +@B7°C &), —

(36.9°C LIF) &L, AmEKFETIx, ++(12,000/mm?
LLE), +(11,900~8,000/mm?), —(7,900/mm? L\ F)

o B e

2) BRBRE
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Fig.1 Susceptibility of clinical isolates (all organisms) (Trial A)
(%)
100
s
2 s
¢
2
1 1 I 1 Il 1 1 1 1 e 1 1
Group | Drug |<0.0125{0.025| 0.05 | 0.1 | 0.2 | 0.39| 0.78 | 1.56 | 3.13 | 6.25 | 12.5| 25 | 50 | 100 | >100|Total S;f,‘;fy“sf?'
CTX| 8 9 | 7 6 2 . 6 7 3 12 16 11 6 1 1 %
CTX = (8.4)(17.9)](25.3)](31.6)|(33.7) (40.0)](47.4)|(50.5)|(63.2)[(80.0)(91.6)/(97.9)[(98.9)| (100) .
Aezx [ 7 s 7 12 [ 2 [6 1 8 [ I [ 10 [ 1[5 13 1 3| N[N
0---0|(11.6)](18.91[(24.2)|(31.6)|(33.7) (35.8)[(42.1)|(50.5)|(62.1)[(72.6)(84.2)](93.7)(96.8)| (100)
CTX[ 0 [ 14 3 16 [ 5 [T [ 3 163 9 105 8] 2|3 NS
czX +—|(10.3)](26.4){(29.9)[(36.8)[(42.5)[(43.7)[(47.1)[(54.0)|(57.5)[(67.8)[(79.3)[(85.1)((94.3)[(96.6)| (100) NS
c1czx | 14 10 3 6 5 2 1 3 7 6 9 4 4 4 9 87
a---4](16.1)](27.6){(31.0)[(37.9)|(43.7)|(46.0)|(47.1)[(50.6)|(58.6)|(65.5)|(75.9)[(80.5)|(85.1)|(89.7)] (100)
Fig.2 Susceptibility of clinical isolates (all organisms) (Trial B)
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CTX = (5.8)]118.81)(23.2)[(27.5){(30.4)|/33.3)|(36.2)[(39.1)|(46.4)[(56.5)|(68.1)| 75.4)|(82.6)](88.4)] (100) NS
fCzx| 8 [ 8 [ T 12 1 [ 3] 151615 38161 3]10] e
o---0 |(11.6/]723.2)(24.6)|(27.5)](29.0)|(33.3) (40.6)[(49.3)|(56.5)((60.9){(72.5){(81.2)|(85.5)] (100)
CTX| 10 | 17 4 5 4 . _ 2 2 5 12 13 2 3 7 86
C7x A= (11.6)/(31.4{(36.01|(41.9){(46.5) (48.8)[(51.2){(57.0){(70.9)](86.0){(88.4,{191.9)| (100) NS
T CzX| 16 | 13 2 4 4 1 1 1 4 5 8 9 5 4 9 86
o-- |(18.61](33.7136.0)|(40.7)|'45.3)|(46.5)|(47.7)[(48.8)|(53.5)|(59.3)|(68.6)[(79.1)|(84.9)((89.5)| (100)

TROBKHEERB IOV TR EHKETR X ORER
TRHCATIRS T & & Lico REMNBDLRIHEATIRE
DEOEBEFLNEBSTH L L L, FHRBRELOH
BB L, BIfRiTic6 Ly, BIENRH B S L

v, SHBES D, BocBEfe ) 05l

FCEBRE UM ESEERT BT & & L
REEE : AMEY GMERE HORAE ~*

ey, MNRH AG W, &xv-rE GO



VOL. 34 NO. 4 CHEMOTHERAPY 341

Fig.3 Susceptibility of clinical isolates (organisms causing indications approved by M. H. W.) (Trial A)

(%)

100

1

[32]
=)
T

Cumulative percent of isolates

Group | Drug |<0.01250.025| 0.05 | 0.1 | 0.2 |0.39|0.78 | 1.56 | 3.13 | 6.25 | 12.5 | 25 50 | 100 |>100|Total S;z:]gls}tjlscigl

CTX| 8 [ 9.1 6 [ 612 1 [ 3 [ [ T3 21212 1" a
o |(17.4))37.8)|(51.1)|(64.4)](68.9) (75.6) (77.8)|(84.4)|(88.9)|(93.3)|(97.8)| (100) xs | Ex
1T 3 S

CczX 7 ! 7 2 | ] 2 2 1 1 2
0--—0(24.4)/(40.0)|(48.9)|(64.4)|(68.9) (73.3)|(77.8)((80.0){(88.9){(93.3)| — |(100)| — | — | 4
cTX| 9 14 3 6 5 1 : . 1 5 2 2 1 51
(17.6)[(45.1)|(51.0)((62.7){(72.5)|(74.5)|(78.4) — |(80.4)](90.2) (94.1){(98.0)} (100) NS
5 : I
4

CZX == >
— ] 3 3 1 2 51
.5)(78.4) (80.4)](86.3)[(92.2) (94.1)(98.0)] (100)

CTX

~
ol
e w [o2}

3 NS

1

CzX| 14 10 3 6
a---41(27.5)[(47.1)}(52.9){(64.7) (7.

Fig.4 Susceptibility of clinical isolates (organisms causing indications approved by M. H. W.) (Trial B)

%)

100

Cumulative percent of isolates

Group| Drug | £0.0125{0.025] 0.05 | 0.1 | 0.2 [0.39 | 0.78 | 1.56 [ 3.13 | 6.25 | 12.5| 25 | 50 | 100 |>100|Total ng‘gls;isci‘s‘l
cTX | 1 5 2 1 4 2 1 2 1 1
e [(5.0((30.0)|(40.0|(45.00] — | — | — | — [(65.0)/(75.0)[(80.0)] — (90.0)|(95.0)| (100)| 20
CTX Cczx | 2 6 1 2 4 1 1 2 1 NS )
o--0 [(10.0)](40.0)] — [(45.00] — | — | — 1(55.0)|(75.0)[(80.0)f — [(85.0)[(95.0)] — | (100)| 20
CTX| 5 | 12 | 2 3 I 2 1 | 2 1
Cczx i |(17.2)((58.6)((65.5)|(75.9)[(79.3)] — | — | = | — 1(86.2))(89.7)|(96.6) — |(100)| — | % Ns | @
CczX | 9 9 2 T 2 P) I 1 1 I 29
a-+ |(31.0)[(62.1)[(69.0)|(72.4)[(79.3)] — | — | — (86.2)[(89.7)](93.1)|(96.6)| (100)| — | —
* 1 P<0.05
GPT, Al-P, ME 7 v 7 F=v, V7 F=VvIVT35 3) MEFRE
vA, BUN, Fritwrv vk, 7—-2AT A}, FRAlE UCHEBAtART, 5+ R JOREKICHED

CRP, BREITIRD & & & Lo BRI LIcHfED b OME O
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Fig.5 Susceptibility of clinical isolates (organisms causing indications not approved by M. H. W.) (Tria] A)
(%)
100
.t
= |
c
2
s F
= L
g
g 5o
L
£
3 -
E
S L
1 1
GroupIDrug 0.01250.025| 0.05 | 0.1 | 0.2 | 0.39|0.78 | 1.56 |3.13 | 6.25|12.5| 25 | 50 | 100 |>100|Total| Statistical
[CTX T | - - .3 72 9 18[9 4 _ 1]
i} (2.0) (8.0)](22.0)[(26.0)[(44.0)[(72.0)/(90.0)/(98.0) (100)
CIXreax T T T 1 1 -] 4] 717 8 |16 ]33 NS ||-Ns
Py (2.0) (10.0)[(24.0)[(38.0)|(54.0)/(76.0)](88.0)|(94.0)| (100)| 50
CTX 1 6 3 8 5 5 6 _ 2
cz‘\'!‘—‘ (2.8)(19.4)](27.8)/(50.0)|(63.9)|(77.8)|(94.4) 00)| 36 xs [ [N
czx 1 3 6 3 6 4 3 2 8 36
acs (2.8)](11.1)](27.8)](36.1)](52.8)[(63.9)[(72.2)|(77.8)| (100)

Fig.6 Susceptibility of clinical isolates (organisms causing indications not approved by M. H. W) (Trial B)
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Cumulative percent of isolates

Group | Drug | £0.0125/0.025| 0.05| 0.1 | 0.2 |0.39|0.78|1.56 | 3.13|6.25|12.5| 25 | 50 | 100 |>100|Total 5;’,‘,;‘?;5:‘
CTX| 3 | 4 1 V1 2172 2 12 172 1T 15 7 [ 51 3] 3] 7 1
CTX Le—=_1(6.1)](14.3)[(16.3)|(20.4)|(24.5)|(28.6)|(32.7)|(36.7)|(38.8)|(49.0)|(63.3)|(73.5){(79.6)|(85.7)] (100) Ns |FNs
czx| 6 [ 2 1 1 1 3 _ 3 2 4 3 7 4 3 9 49
o---0 |(12.2)(16.3){(18.4)](20.4)|(22.4)|(28.6) (34.7)](38.8)(46.9)((53.1)](67.3)|(75.5)|(81.6)| (100)
CTX| 5 | 5 [ 2 [ 2 1 3 1 [ _ ("2 ["2 "3 [0 ] 22 ][7]g NS
Czx a==_| (8.8)|(17.5){(21.1)](24.6)|(29.8) (33.3)[(36.8)[(42.1)[(61.4)|(80.7)|(84.2)|(87.7)] (100) NS
czx| 7 | & ST 21 [ 112 41781 471 49 =
-0 [(12.3)(19.3) (24.6)](28.1)](29.8)](31.6)](33.3)](36.8)((43.9)(56.1)|(70.2)|(77.2)|(84.2) (100)| °'
HREIXEMER THITS T & & Lich, ARG 4) ElIfeR

N
oy

HREAHBRRE L v 2 -RBEMF LT, MEOH
HEFE & B A LEREFLSBREEY I B CTX IV
CZX w35 MIC DRIEEX—IFE L TITE»T0

B - AR e S, R REERL B
(RS Mlie o\ T3tk s derh k LA b 8T &
DR OEBETEHT B L &b, E0ER BE
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HEORE, RERGEONE, MEOHE, HEEH L
DlE, TOBROEBILEH TELR VEMTHET
ki lice

6. HEHE

sAERBRIMRHEEZERS (FR  BHEAR A
A, P—R AIIRRE BERK) SIV0=2v
o—-75— (AFER) », AEFNHRIZ DS
— (ARIEABERRE € v 2 —BFEEM) 2iinb - THE
Lo 2BHOBTEE R LOFAKIC OV TIXERENH
ELfCO

) BABKLHE

ARBRETHR, =2V b r—F—2i%s, EHRELT
LURZOHE, R IOEABEEORBTE I ET 514 v
FELEAERIC O D RHEZ AL TS W TERZ &
KRR L1
BAGIoTix Table 3 1ok LR BEHIEE#E I X
N, E%, BL, EHOIBRMXS LLAEKDEY
ﬂﬁbfio

2) 2BMHEE

BREBIARTOIER - TR & B L C AR 5B 3

H#, 5BH%F IV 7THEKIT, BETIIXHIC 10 B
BIV 14 BRCERENERRE, &E oo%E
TE, HED 5B THE Lic, ok, hdbhicRs
ARORHFT (AR L TREPIE LIS a1 &%) ik
LISH AL ORETHE L, AR5 &
&L,

3) MEFMIZHE

BENROMBEFHREBRCES T, BROEL
ARIEBIF 7o b OB O MR B A HE L
7o TEGIR, BHERIE LIk, WD, BE B4
BfE s XU D 5 Ko THE Lic,

F A OMBEFHER 2 BICHE - FEBCEIE
BIEHT 5 & & Lich, CTX DFICEIT Streptoco-
ccus J& (FrEURBEREE 2 B <), S.preumoniae, E.
coli, Citrobacter |, Klebsiella |8, Enterobacter &,
Serratia J&, Proteus &, H.influenzae, Peptococcus |&,
¥ X O Bacteroides | ThHYH, Zhbd MEIC Pepto-
streptococcus [Ba N t=% Ot CZX DBIGETH o
Lb L, Peptostreptococcus §o CTX i35S H
L CZX LHEULTWBZ EabEE L, CTX OF

Table 8 Distribution of clinical isolates

Trial A Trial B
Clinical isolates e .
Statistical Ty - Statistical
CTX CzxX analysis (x?) CTX CzX analysis (x?)
Staphylococcus aureus 12 13 8 1
Staphylococcus epidermidis 10 5 6 7
Enterococcus faecalis 15 7 NS 10 14 NS
GP Enterococcus faecium 1 3 3 3
Other GP 6 4 5
Sub total 44 32 29 30
Escherichia coli 10 10 7 14
Citrobacter freundii 0 5 1 3
Klebsiella spp. 7 8 9 8
Enterobacter spp. 7 10 NS 3 7 NS
GN Proteus spp. 1 3 1 3
Morganella morganii 3 5 1 3
Pseudomonas aeruginosa 8 8 10 10
Other GN 2 3 5 7
Sub total 38 52 37 55
Peptostreptococcus spp. 5 7 6
Anaerobic streptococcus 2 0 NS 3 3 NS
Anaerobes Bacteroides spp. 9 6 8 9
Other anaerobes 1 3 0 6
Sub total 17 16 14 24
Yeast like organism 4 3 2 2
Total 103 103 NS 82 111 NS
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BHO/L—F L LTEITAZ L& Lio SHOKEEM
BoE (%) £B%2 (ICSB) %1980 F£i#H LW &4
HFHRPRTL, —BOHMBECOWTELHERE IR
»%, ICSB L X 2 HEL XA L, ek, SEDMKL
BRRBR THBEINCHE CHEELKEE L - il Y
Table 4 TR,

4) BHE%

LBAHREE OB LAIFAEERL, TLER0E
HEHE Lic ETERECHBIC L b, FECHE,
B, ¥TETHE RmE, ERCmLEY, HERE
D 6 BRETHE Lico

5 B &

HRAATERLERC S TEFADOKSE, DEHELLD
CREEH B CEMCRE SN — g2 v r—
BRIV ZEHRAEZLAEVDL LEBERO KR EE
L, key code »Bf¥ L7-o

6) F—zoEWAE

CTX #58L CIX BEHROMBHIICKT 2EED
TRET, BRE EE, FAE HEENDRER

Table 9 Initial severity of clinical findings

XV EIERAIL DV T AR 3 XU BRI Tl

TR Tco REXEHMBRBEALTI, v t5,y
Yy 7 AEXAL, Mann-WHITNEY O URKRSE, X2 B
(Yates DFFIE) A\ ik Fischer DEER-RS Bk
IOBRE LI, ¥, BRECTHERELERL, £
BK¥ER 5% &L L1,

I. & B K &

1. TR RIES

CTX »AB\WiL CZX 245 S hicERL Table5 i
FTERD, ABTIX 156 4 (CTX B:76 £, CIX
F£:80 f), BETIX 143 § (CTX $:73 f, CIX
P70 ) DF 299 BITHo T,

Zhi 299 flo 5 bHRHIERRESTHWCAR I
B (CTX #: 56, CZXF: 640, BE 28 f
(CTX #¥:16 #l, CZX % :12 ) *HEHE»OR
M Ltco FOBRAERE, Table6 i3 Lsh, 4
AFIOGEA 16 Fl, WEIEE 12 6, BRETFHRS6
Bl, REFERI TR LT WIEER 2 4, RERBARIICH

Table 10 Initial severity of clinical findings

(Trial A) (Trial B)

grll 'dnllrfgé Drug — Sevirit y : S(%gfgis?l g,l, ldn,lr(,: ga; Drug - Sevirity N S(;g%i]tsié%?l |
Redness g;)(( ji ;; 2 NS Distention EZ;(( l;) i: ) ;g N§
Swelling g;)(( 22 2‘3) i; NS Tenderness gg;: :; ;g f; NS
Induration gg;: ;; §§ fg NS Mui;::fl;:ce EZ))(( : ss) :g NS .
o CTX | 16 | 44 | 11 NS Pain CTX | 16 | 24 | 17 | yo

CzX 19 39 16

CzX 12 24 22

CTX 20 37 14

CTX 15 18 24

Local heat Local heat NS
ccateatlczx | 20 | 39 | 15 NS ccaheatlczx | 10 | 23 | 2
. CTX | 44 | 2 1 . CTX | 35 | 17 5
Disch Disch NS
iseharge | czx | 42 | 30 2 NS 'scharge | cax |32 | 20 6

CTX | 16 | 26 | 29 CTX | 27 | a1 9
Fever® Fever P<0.05
ever czx | 16 | 33 | 25 NS ever czx | 17 | 2 | 15

cT
WhC- X[ 14 | 27 | 28 NS WBC- CIX | 17 | 26 | 4 |

Czx 22 23 27

CzX 15 22 21

* Grade of the severity of fever and WBC

Fever ++ : 238.0°C
+ 1 37.0°C~37.9°C
—1=36.9C

WBC -+ 212,000
+  8,000~11,900

L= 7,900

* Grade of the severity of fever and WBC
Fever -+ : 238.0°C
+: 37.0°C~37.9C
—1£36.9C
WBC ++ 1 212,000
+:  8,000~11,900
- < 7,900
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Table 11 Overall clinical effect judged by committee (All cases)

No. of Clinical effect Efficacy Statistical analysis
jal Drug : rate (%)
Trial cases Ex%%lgent CE%?)d Poor Undecided (E+G§ x? (E4+G) U
CTX 71 9 51 11 (0) 84.5
NS
Al exx 74 12 44 18 (0) 75.1 NS
CTX 57 19 23 15 (0) 73.7
NS
Bl exx 57 16 2 18 (1) 68.4 NS
Table 12 Overall clinical effect judged by committee
Clinical effect isti i
. Efficacy Statistical analysis
Uréderlylng Trial | Drug I\;(a)lée()sf Excellent | Good rate (%)
isease (E) (G) Poor | Undecided (E+G) | x* (E+G) U
CTX 46 5 38 3 0 93.5
A P<0.05 NS
Without CzZX 41 6 25 10 0 75.6
cancer
B CTX 16 4 11 1 0 93.8 NS NS
CzX 26 10 11 5 1 80.8
A CTX 25 4 13 8 0 68.0 NS NS
With CzZX 33 6 19 8 0 75.8
cancer -
B CTX 41 15 12 14 0 65.9 NS NS
CzZX 31 6 12 13 0 58.1

RETHD CIX w5 LT R 1 61, REBER
R16l, ZBRE 1N % 3P s LIER 1 FITH-
o

RKB T EHTE DT R RIEGNL A B TIx 145 Bl
CTX §:71 g4I, CZX B:74 ), BETX 115 £
CTX B£:57 @I, CZX F£:58 fI) TH-10

Ik, BIfEROMITE CTX 5\ CZX ##5 X
VST RTOER R RS & Lo

2 HEBEZEOWRRF

HRHEEGAR 145 4, B 115 flo¥ERFS
LOERSHFi% Table7 1R Lo

ARTH%RER e\ T CZX BCRIEE TO
BERRGERNS <, 2 RETHEROENTD LRI

(P<0.05), ZnftioE B TREEAIBMICHERE DX

bt

BETIRERAfHICI T CTX BT 60~69 B DIE

BEL, X RETHROENBD Hhic (P<0.05),

DOEE CREHERIBER AT DOEILIH > T

IRBEMONEED 5 B CTX 3 X0 CZX extd
REWRRE LB S Do TF D)% Fig.1,2
AN, AM, BREL b AEABEICAEOERH
Ro LinL, HIGH - EBICHOEZ S 7 (A

*Fig.3,5, Bfg : Fig. 4,6) T3, BEOMEISEN

CZX B MR+ 5 REM OBV E 2 % <,

CTX BORZTHNT L OB URE TERERE M RD
bhtc,

BER OB E O EXF T BRI ik Table
8 WiRTEwHT, A, BELLIHEAFEIEED
ZIRH LRI - T

3. ABRBAAREOEREEE

ARRBAAR OBEKER S LORROBE (++, +,
—) BITHEAFMOEEE © LB L, T0/&ERY
Table 9,10 127" T AR CRAEHFHHMOBEEECHE
DERIH - BETIL CTX BoRICEEEDE
WERINS L, URETHEDENRDbIIh (P
0.05), fLoIEE TRAEFEAIFRBICAEDE LA -1

4. HRABRKHR

TR OR SRR % Table 11 1 /R 3, A%
R (EH+A%) 2AE T CTX ¥ 84.5%, CIZX ¥
75.7%, BJET CTX B 73.7%, CIX B 68.4% L1t
b, AE, BELLHEARMCEROE L, >

g E s B - BRI B R T 5 L (Table
12), BHEEOARBTO F % R ix CTX B 93.5%,
CZX B 75.6% Lich, PHRETHEOE,NED bR
(P<0.05), —7, BB CUHEEFARMICAERDOELR
Mot, BHEETIARE, BRE L FEAFECER
DETIH o Too MDY HE S NICKE G & HEICE D A D
o GHGEERD LEBCEYSUEN CEEISHE
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Table 13 Overall clinical effect judged by committee
o e | D No. of Clinical effect rggc?g/),) Statistical analysis
rganisms ria rug S Excellent | Good . 2
cases (E) (G) Poor | Undecided (E+G) 12 (E+G) U
A CTX 19 5 14 0 (0) 100.0 P<0.05
czx | 25 4 15 6 (0) 76.0 : P<0.1
Susceptible i
g | CIX 14 4 6 4 (0) 71.4 NS
Lczx | o1s 6 9 " (1) 78.9 NS
CTX 49 4 35 10 (0) 79.6
NS
Alex | s 6 2 7 (0) 82.1 NS
Resistant CTX 38 12 16 10 (0) 73.7
3 . N
Bl | = 6 12 | 1 (0) 56.3 S NS
Table 14 Overall clinical effect judged by committee
No. of Clinical effect Efficacy Statistical analysis
Infections | Trial | Drug -9 i ] rate (%)
cases Ex%%lgent (‘Z%O)d Poor | Undecided (E+G) x2 (E+G) U
CTX 4 29 5 0 86.8
A CzX 38 25 6 EO; 84.6 NS NS
Mono- ) 39 8 .
microb:a ! TX .
| B C » 28 8 12 8 (0) 71.4 NS NS
| | CZX 18 8 6 4 (0) 77.8
TX .
A gz\' 30 5 20 5 (0) 83.3 NS NS
Pals- ) 25 2 16 7 (0) 72.0
microbia '¢
CTX 24 8 10 6 0 5.
B . (0) 75.0 NS P<0.1
CzZX 33 4 15 14 (1) 57.6
Fig.7 Time course of overall clinical improvement judge by surgeons
Trial | Day | Drug Pr;?)rrl;‘f/‘gg Improved Irf;:(‘;'\?'e g|Unchanged |Aggravated|  Total Impr%ement égte (%)80 o
. CTX 6 27 21 16 0 0 ]47.2
czx 11 23 26 13 0 B A )46
A ; CTX 16 25 16 8 0 65 Z| ) 63.1
CzX 23 18 17 8 0 66 Zi | 62.1
_ CTX 22 2 5 7 0 59 7 ] 1.7
{
CzX 21 20 9 4 1 55 Z\ | 74.6
, CTX 3 11 16 27 57 DA ]24.6
czx 4 1 21 19 2 57 O 123
s | CTX 6 14 17 14 0 51 O ]2
czx 3 24 11 13 2 83 P 509
5 | erx 4 20 13 6 | 2 s a3
-
czx 5 19 13 T2 o P )52
o LCTX 4 23 5 3 1 3 T __ 170
czX 6 18 5 7 1 37 7 ] 64.9
]
N CTX 9 19 5 0 1 u 7 Jerd
czx 6 6 5 4 0 21 Z| 571

/] : Markedly improved

: . Improved

Improvement rate : Markedly improved+Improved

* 1 P<0.05
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Table 15 Final overall clinical improvement judged by surgeons
] Clinical improvement Statistical
Improvement analysis
Trial | Drug | No. of | Markedly Improved | Fairly Aggra- rate (%)
improved - ; Unchanged | 88 Undecided M x?
cases M) (1) improved vated (M+1) (M+1) U
CTX 71 25 29 9 8 0 (0) 76.1 . .
A CzX 74 30 25 13 5 1 (0) 74.3 NS NS
CTX 57 12 25 10 8 2 (0) 64.9
B CczxX 57 15 18 8 15 1 (1) 57.9 NS NS
Table 16 Bacteriological efficacy judged by committee (All cases)
Bacteriological efficacy Rate of . >
vl Drug No. of — T3 : - eradication (%) Statistical analysis
cases | Eradicate artially eplace |
(E) |eradicated| Unchanged | “"(gy™" Unknown [ gy T p  Ry[ 42 (E) [ 42 (E+R)| U
A CTX| 59 41 4 7 7 (11) 69.5 81.4 P<0.1| P<0.05 NS
CczX 57 30 9 12 6 (14) 52.6 63.2
CTX | 46 24 2 9 11 (9) 52.2 76.1 .\
NS NS NS
Blex| w 20 5 9 13 (8 | 42.6 | 70.2 | ° '
Table 17 Bacteriological efficacy judged by committee
Bacteriological efficacy Rate of c o
Organim| Trial Dru No. of : : eradication (%) Statistical analysis
2| cases |Eradicated Partially |Un- Replaced| Un-
(E) eradicated|changed (R) known| (E) | (E+R) | x2(E) |x*(E+R)| U
A CTX| 16 14 0 0 2 (3) | 87.5 | 100.0 |FISCHER| FISCHER NS
Sus- Czx| 23 13 4 2 4 (2) | 56.5| 73.9 |FP<0.1}] P<0.1
ceptible
B CTX| 13 7 0 2 4 (1) 53.8 84.6 NS NS NS
CZX| 19 10 0 1 8 (1) 52.6 94.7
A CTX| 43 27 4 7 5 (6) 62.8 74.4 NS NS NS
. CZX| 34 17 5 10 2 (5) 50.0 55.9
Resistant
B CTX| 33 17 2 7 7 (5) 51.5 72.7 NS NS NS
CZX | 28 10 5 8 5 (4) | 35.7 53.6
Table 18 Bacteriological efficacy judged by committee
Bacteriological efficacy Rate of Statistical analysis
Infection | Trial| Dru No. of eradication (%)
€| cases |Eradicated| Partially |Un- Replaced| Un- - P
(E) eradicated|changed| (R) [known| (E) | (E+R) | x*(E) |x*(E+R)| U
A [CTX| 33 22 2 5 4 (5) | 66.7 | 78.8 NS NS NS
Mono- CZX | 33 22 3 7 1 (6) 66.7 69.7
microbial
B CTX| 25 12 0 8 5 (3) 48.0 68.0 NS NS NS
CZX| 18 11 0 4 3 (0) 61.1 77.8
T
CTX| 26 19 2 2 3 (4) | 73.1 84.6 FISCHER |P<
A P<0.05
Poly- CzX| 24 8 6 5 5 (1) | 33.3] 54.2 P<0.05 10.05
microbial [~ ;
B CTX| 21 12 2 1 6 (3) | 57.1 85.7 NS NS NS
CZX| 29 9 5 5 10 (5) | 31.0 65.5
e —
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Fig.8 Elimination rate of clinical findings (Trial A)

Swelling

Redness

Induration

Fever WBC

B L BRIV % & (Table 13), FILEIEFIDO AE
TOHEXRIL CTX B 100%, CZX B 76.0% Lich,
CHRETEEOENBD bhic (P<0.05), Li LBE
TIAEFFEMCEREOE RIS » o T HIEEILEE
UITORHER LA, BREELLAEARMCEEDEL
ot —77, BUMRRHGERD & R EEES CRE 3
YT LIcfER (Table 14), BMERER CTIZASE, BJE
EL BRI ERBE CTEE L ER oo L L
BRERYPEGN O BB TOERRIE CTX # 75.0%,
CZX B 57.6% Lich, CTX BEOBEMR,E MEA %
~ LT

5. SfyTERE

1) E#ERASEERE

T EFATE ] DI i A EAEERE % Table 15 1R3,
BER (EPRETE+HE) (2ABT CTX B 76.1%,
CZX ¥ 74.3%, BJE T CTX #f 64.9%, CZX It
57.9% &ich, AR, BB L MEARMICEZOE L
e otcs

2) EMIITEEORHHEYR

ERPIUEEORANKY (ABTHE3A%, 58
TR IVT7 A%, BETIZE6i1 10 A%, 14 B
7E) % Fig.7 wind, ABTOHERIIHES 3,57 B
#Bed CTX Bpt CZX BEw kM- o3, MEFIBREIC

HEEZRLOhED >Tco BETOHERL 10 Ak
THREABRMICEROE R Ih - Tehd, 14 AR CTX
P 82.4%, CZX FE 57.1% Lich, RRETCTXE
DNEBTE,» - (P<O0.05),

3) ERIREERF X OPFTRAI 0L BT

FEIRIER S XU RN OZ L (ABR3IAR
SH#%, 7H#%, BEBTIXbk 10 A%, 14 AEY
E) % Fig.8,9 &,

AT TORE CREAR L baERRkORBY
KU, TEFARMCAEEDE LI, -1, —F, BRT:
(15 B0 BMBKKEFLRCIT CTX #8375, -
CZXBE48.6% Lich, X RETHEOENTDOIL
(P<0.05), Z0fli>T Bk MEARMCEEOERIL
RN (el

4) MEFNHE

¥ AR5 A% O MEFHRERRC X AR
PR LIEGF 3 X OHEEF TR L1

A2 LB SEMcT 5 MEFHHRY
Table 16 1R, AMBCO HHER (2 CTX ¥ 695
%, CIX B 52.6% &1cb, CTX B HERHAY
BB AR SR, ¥ Mk © BRR R aHLHAET
#3425 & CTX B¢ 81.4%, CIX B 63.2% Lnh
X HET CTX BAE RN T, BECOBENX
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Fig.9 Elimination rate of clinical findings (Trial B)
—e (CTX
=m0 CZX
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Rix CTX B 52.2%, CZX Bf 42.6% Lich, WMEH
BRcABEOE L, X2 EDLEEARTLAL
CAERABMCAEEOZ I Ieh -7,

RIZ R DIEG % FEICHE - FEBICHEAETIFNI AR L
LR (Table 17), BIEEEGICE T 5 AR TOWHEE
it CTX B 87.5%, CZX ¥ 56.5% &ich, CTX
ROBARCE EALZ SN, B anicliR
TORABOER YR Lico BE CRAEARMCEED
Blfthote, —F, FHICEEMTZAR, BELL
ARFBCEEDERI AL RIch » T

S BT BN RRYy - R RN B BT L e R
(Table 18), BMMEEYEG TOEMLRIZARE, BEL
SHERABRNCEE DE I » Too BNERRYIERN D
HERRCXABT CTX B¢ 73.1%, CZX B£33.3% &
%Y, URES XU X2 HET CTX BAERICE <
(P<0.05), @izxfka 4 7-14= ¢4 Fiscuer DEHE
BRT CTX ErEEcEh T\ 1 (P<0.05), 735 B
B COMRRITEABENHE DL H - F2o

1 1 1 1 ]
35 7 10 14(day) 357 10 1l4(day)

* 1 P<0.05

B%CHEERIMEYNZRE % Table 19,20 1273, A
BTHEINLERD > bAEFHHR LHE LK
B¥us CTX B 90 #, CZX B 95 #kT, THEME
S. aureus, S. epidermidis, E. faecalis, E. coli, Klebsiella
|8, Enterobacter |&, P.aeruginosa, Peptostreptococ-
cus JB, Bacteroides & Toh 1o TNHBRIED 5 BIF
S 7 7 AR X ORSKUPERE O KR T EEAI B
CHERERED oI, TR 7 AEEEOHEAR
1t CTX T¥ 81.3%, CZX B 52.0% &ich, URER
IV X HBETHEEE,RAbN (P<0.05), TAHXK
e abilEeRTH CTX B 84.4%, CZX B 60.0
Y eish, XRETHERENRD LA (P<0.05),

LHECHT AENEERIL CTX # 73.3%, CZX
P£56.8% Lich, URER LU P RETHEDENR
»HH(P<0.05), BRREZEDLHEETL PRET
HEOENED SR (P<0.05), —F, BE TOHE
wyux CTX B 72 #k, CZX Bf 94 #RC, AWM
S. epidermidis, E.faecalis, E.coli, Klebsiella |5, P.
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Table 19 Bacterial efficacy (Trial A)

Bacterial efficacy Rate of Statisti .
_ | 'No. of [ eradication (%) atistical analysis
Organism | Drug| ¢t raing| Eradicated| Partially |Un- Replaced' Un-
{ (E) eradicated|changed| (R) |known| (E) |(E+R)|x?(E)|x?(E4+R)| U
| Staphyiococcus |CTX| 9 4 2 2 1 3 | 44.4| 55.6
aureus| CZX | 11 5 2 3 1 2 45.5 | 54.5
Staphylococcus |CTX| 8 | 4 0 2 2 2 | 50.0| 75.0
cpidermidis|CZX | 4 | 3 0 0 1 1 | 75.0 | 100.0
Enterococcus  |CTX| 14 10 2 0 2 1 71.4 85.7
o Jaecalis|CZX 7 4 1 2 0 0 57.1 57.1
| Enterococcus |CTX| 1 1 0 0 0 0 | 100.0 | 100.0
Jaecium|CZX 3 2 0 1 0 0 66.7 66.7
CTX 6 6 0 0 0 0 100.0 | 100.0
Other GP czX 4 3 0 0 1 0 75.0 | 100.0
CTX| 38 25 4 4 5 6 65.8 76.3
N
Sub total o7y | g 17 3 6 3 3 | ss.6| 90| N | NSNS
Escherichia CTX 7 6 0 0 1 3 85.7 | 100.0
coli| CZX 9 3 3 2 1 1 33.3 44 .4
Citrobacter CTX 0 0 0 0 0 0
Sfreundii| CZX 5 3 1 1 0 0 60.0 60.0
. CTX 6 6 0 0 0 1 100.0 | 100.0
[/ 0/ X
Klebsiclla spp- | o7y | 4 5 1 0 1 1| 7.4 85.7
Enterobacter |CTX 6 5 0 1 0 1 83.3 83.3
spp.|CZX 10 7 1 2 0 0 80.0 80.0
Z | Proteus s CTX 1 0 1 0 0 0 0.0 0.0
o PP lezx| 3 1 2 0 0 0 | 33.3| 33.3
Morganella CTX 2 1 0 1 0 1 50.0 50.0
morganii| CZX 5 3 0 1 1 0 60.0 80.0
Pseudomonas |CTX 8 6 1 1 0 0 75.0 75.0
aceruginosa| CZX 8 3 1 3 1 0 37.5 | 50.0
. CTX 2 2 0 0 0 0 100.0 | 100.0
Other GN
R ezx | s 1 1 1 0 0 | 33.3| 33.3
CTX| 32 26 2 3 1 6 81.3 84.4 | p< P<
Sub total . <0.05
R lezx | s 2 10 10 4 2 | s2.0| e0.0|0.05°F 0.05
Peptostiepto- | CTX 5 4 0 0 1 1} 80.0 | 100.0
coccus spp.ECZX 6 6 0 0 0 1 100.0 | 100.0
Anaerobic  |CTX| 1 0 0 0 1 1 0.0 | 100.0
., | streptococcus|CZX 1} 0 0 0 0 0
D
S | Bacteroides  |CTX| 9 7 0 0 2 0 | 77.8 | 100.0
§ spp.|CZX | 6 2 1 1 2 0 33.3| 66.7
<
Other CTX 1 1 0 0 0 0 100.0 | 100.0
anaerobes|CZX 3 2 0 0 1 0 66.7 | 100.0
CTX| 16 12 0 0 4 1 75.0 | 100.0
Sub total NS NS [NS
Czx| 15 10 1 1 3 1| 66.7| 86.7 L
Yeast like CTX 4 3 0 1 0 0 75.0 75.0
organism | CZX 1 1 0 0 0 2 100.0 | 100.0
CTX| 90 66 6 8 10 13 | 73.3| 84.4| p< P<
Total ; P<0.05
CczX| 95 54 14 17 10 8 | 56.8| 67.40.05 _00,5
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Table 20 Bacterial efficacy (Trial B)

Bacterial efficacy

Rat

e of

Statistical analysis

. Dru No. of . eradication (%)
Organism €| strains| Eradicated| Partially | Un- Replaced| Un-
(E) eradicated | changed (R) known| (E) [(E+R)|x*(E) xzr’E+R;| U
" TStaphylococcus |CTX| 6 4 2 0 0 2 | 66.7| 66.7
aureus| CZX 1 1 0 0 0 0 100.0 | 100.0
Staphylococcus |CTX 6 2 0 0 4 0 33.3 | 100.0
epidermidis| CZX 6 2 1 1 2 1 33.3 | 66.7
Enterococcus  |CTX 9 5 0 3 1 1 55.6 66.7
N faecalis|CZX 13 4 4 3 2 1 30.8 i 46.2
Ol Enterococcus  |CTX| 3 0 1 0 2 0 0.0 | 66.7
Jaecium|CZX 2 1 1 0 0 1 50.0 50.0
CTX 2 0 0 0 2 0 0.0 | 100.0
Other GPHo7x | 4 1 1 0 2 1| 25.0 75.0
CTX| 26 11 3 3 9 3 42.3 76.9 | .
NS | N
Sub total gy | g 9 7 4 6 s | aael| sra| NS NS NS
Escherichia CTX 6 4 0 0 2 66.7 | 100.0
coli|CZX | 13 7 0 1 5 53.8 92.3
Citrobacter CTX 0 0 0 0 0 1
Sreundii|CZX 2 0 1 1 0 1 0.0 0.0
. CTX 9 4 1 0 4 0 44.4 88.9
Klebsiella spp-| x| 7 3 0 2 2 1 | 429 714
Enterobacter |CTX| 2 0 0 1 1 1 0.0 | 50.0 \
spp. |CZX 6 2 2 1 1 1 33.3 50.0
Z | Proteus CTX 1 0 0 1 0 0 0.0 0.0
S PP lezx| 3 1 1 1 0 0 | 33.3| 33.3
Morganella  |CTX| 1 1 0 0 0 0 | 100.0 | 100.0
morganii| CZX 3 0 0 0 3 0 0.0 | 100.0
Pseudomonas |CTX 8 3 1 4 0 2 37.5 37.5
aeruginosa| CZX 9 2 0 7 0 1 22.2 22.2
CTX 5 3 0 1 1 0 60.0 80.0
Oth
e ON- e | s 1 2 0 2 2 | 200 60.0
CTX| 32 15 2 7 8 5 46.9 71.9 . .
Sub total NS | NS NS
W ezx | 4s 16 6 13 13 7 | 33.3| 60.4 ;
Peptostrepto- |CTX 3 2 0 0 1 0 66.7 | 100.0
coccus spp.|CZX 4 1 0 0 3 2 25.0 | 100.0
Anaerobic CTX 3 3 0 0 0 0 100.0 | 100.0
»| streptococcus|CZX 3 1 0 0 2 0 33.3 | 100.0
U p—
S| Bucteroides  |CTX| 6 4 0 0 2 2 | 66.7 | 100.0
g spp.|CZX| 8 2 1 1 4 1 | 2.0 75.0
<[
Other CTX| o 0 0 0 0 0
anaerobes| CZX 4 2 1 0 1 2 50.0 75.0
CTX| 12 9 0 0 3 2 | 75.0 | 100.0 | p< p<
Sub total NS
o8 lezx| 19 6 2 1 10 5 31.6 | 84.2 | 0.05 0.05
Yeast like CTX 2 2 0 0 0 0 100.0 | 100.0
organism |CZX 1 0 0 1 0 1 0.0 0.0
CTX| 72 37 5 10 20 10 51.4 79.2 | P<
Total P<0.05 | NS
CZX| 94 31 15 19 29 17 33.0 | 63.8 | 0.05




CHEMOTHERAPY

352 APR. 1986
Table 21 Side effects g
Drug Analysis P g i
Side effects CIX] Czx (x?) 'E ¥ ,§ k= .M
. E |5§53=| £fs
o. of cases 149 | 150 S TuEE g EE
No. of cases without side effects| 149 | 146 g 5 & % § § §
No. of cases with side effects 0 4 NS =
(Frequency %) (0)] (2.7) - 2 >
- S5 3 3 k)
Anxiety of the chest 0 1 = 2 > - <73 -§ 9
sige | Strider o 1 28 %9 | g | &5 | &3
ide | Diarrhea o 1| NS 25| B = gs | x5 | 3t
effect <3z 2T o] S 3
Hemorrhage in bladder 0 1 ® e = £ = 3 =28
Generalized eruption 0 1 £
= el
s 2 2 9 ]
aeruginosa, Bacteroides B Th 1o TT-BEHEDS B E g € g g
FRM 75 MBS LU/ 5 AREEOEERK 51 g © © © &
CHERE D AR CRAENFMICER e 2 gl o
hrotent, HEMEICKT 2HARL CTX B 75.0%, ClEx| o - _ 3
CZX B 31.6% &7th, UKTESR XU FiscHEr DEHE & EE_'U §
BERTHEEDENZ LRI (P<0.05), L L, EER c
Q
HEDLBER TRARDOERR LR Ir 12 ] g g | %
7 Q
SRIMECHT BMARE CTX B 51.4%, CZX B T § «Eg < 3 3
33.0% Lish, X BRETHEOEMR S b AL P< T = = | 2
5] -~
0.05), FREXRZEDILHARTLRAZDOERY R 2 g 2 © = - o
L7z (P<0.05), % c”
5) BlfFfis X OBKREMBRE z Elz, | 8§ |e.ule 8
- QL w O o [Sn—] 1] S
BERIED 200 oL THRE SRRz OV o 282 § |Egf|21%
- b - -~ — - b
TOWEERY Table 21,22 10T, CTX HTMEY 2 g |<°9@W A |Ze5|0=3
EG 149 GIRCEIERERALLIAb A On e rote & | & 2 | 4 ;)
»h CZX BECIXEYSHD] 150 Pidh 4 0 (2.79%) 128lfF T .2l EL | e, |Fe
RAnabhis, La L, MEABMICETOE ) - E 2 R s¢ | 48 |E58
) O a < S o O ) =
#- (Table 21), < < ] O o |Aw3
BIPERES £ LTiz, BAN%RIRSs £ OBB, T, 2|5 E
- ES S
BRED, 2HREDE 1 TS 15, LORERL : g E223E
. = S S ]
TR REELT CHE A L, g : |-gi|EEC ¢
3 < ISER ]
BSIEG) 291 (liao\ T E Lie B R & s g |S22lggd &
2 S| g9
Table 23,24 (iRt o CTX BT EHp] 144 fidh 2 S |Z22E|se3| &
] (1.4%) =, CZX BETxi% 5 0l 147 fidh 6 4 g g e g
o
(4.1%) HEBEOREEHN A OhI), TEARRE o 23 | 2318 B|E_%
;) = S Do O |8 -
THED®EI2fch 72 (Table 23), FnZBEICo g S 2 | EE P2 ) i_g."é
\"Tx3 2, GOT {3 X0% GPT {a LA CTX BT 5 | £ 2 lgelgks g%%’
[72] |72
21F (L.4%), CIX BT4afk (2.7%), FmEHs 2 e |2 5825|848
[0 8- t"/f[_fi‘()i)“(y}); CTX #—Clﬁ:, Imd\tﬁ&ﬁz vy - TC..: - % © % - 'g
P CZX BT L, BRI CZX BT 4D SR T TS |T ST
SRt WL AR R OE e h - 12, ¥ o < >< 8
6) HAK & S S ) 0
e —
ARERHTE LBICESIE Table 25 2R+ & % b = < -
&

AJE 145 f| (CTX ¥ 71 4, CZX % 74 {i)), BB
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Table 23 Abnormal laboratory findings

Group Trial A Trial B Total Analysis
Jtem CTX CczX CTX CZX CTX CczX ()
No. of cases 73 78 71 69 144 147
No. of cases without
abnormal laboratory findings 72 m 70 64 142 141 NS
No. of cases with
abnormal laboratory findings 1 1 1 5 2 6
GOT GPT 1t 0 1 1 3 1 4
Eosinophil 1 0 0 0 1 0 1
Abnormal .
laboratory | Haplatelet | 0 0 0 1 0 1 NS
findings GOT GPT 1
RBC l 1 0 0 0 1 0
Haemoglobin |
107 ) (CTX ¥ 55 fl, CZX F¥ 52 {Jl) TaH » 7o i TVAULEZY L FIB XN T epi™, KB RBAR

RUEOERRIZIAR T CTX B 66.7%, CZX
58.3%, BB T2 CTX # 54.5%, CZX #£42.3% &
b, ARB, BEBLLW EH B HICEEOERLI»
feo ¥t ETETHRULEDOERRTLAR, BEL
LARABBICARE OE LI » T,

II1. = -3

WRBIR 72 5 O BEIE Y - FEREPIRR ST 5
CTX DBkt & R etk » FEANFHE T 5 7cdic CZX
MBI LT 5 well-controlled study iz X 5 et
BABR LT - o

MBEE LT CZX %5BIR LB AN, AFIILV D
LEIEROMEME & LCHiix Z 1 Tk b, £l
% BEO BT AR AT AMENETH
D, FRBEBECHEERTEBERTWAET Litdh b,
CEE TR AR, ATEREREPT - JE I P9 R Yot
RELLWOhD I BRA B A EHER TV S
P80, SEgS T 3 HEARBLA IR T O ek PR ER
¥fTit ot Thbh, CTX & CZX ofsstiaEsn
TRLL, HEHHEEAL LERSTHY, 1M
A DRRSE 3T 5B EE L A—RTH D Lh b,
FEF LS RBECTHEE LB D L E X Do

KRBT 51 5 ABREFUR 51T 299 (I TH - 1275,
BRUERR L\ TRAMIEIC S ¥ 20 R i
UIkER, 39 Glatipst ke b, BEBRADSE O RRHT A S OIx
260 f| (CTX B¢ 128 g, CZX Bf 132 fil) TH - tco
BB ORE I 5 S hic SEPIAMATR 2 & Lo

ShE TOELHIRR T AR EM OREEEHE
BT, $r5pAtAK 3 B B OIE AR, EMERES
S ORI R DBEIREE IR 4352 S BIARS O 2/3 Lh L4 L

TEIWMRNAENAM CTORBERABRTHHZ Lo b,
THRHTEEXZ I L L, TXTOMRMNMEEL
1B & HE %) L¥I7E Lic (Table 3),

HESEMHFICR VT CTX o#EGEE L CZX o
BICHEEN R Dh, WEF O BIGEEDEL (L Pep-
tostreptococcus [ DI ThH 5 Z & h> b, Peptostreptococ-
cus B CTX O HIC B iz THRATHZ &EL
Too X DB m;riiﬂ@t%c_?ﬁ% MIC » izE @
ETHHIE, FIVEBRMAESH BR) ‘El
(ICSB) =X v LV @A EHIH f‘F&é;}lt ol
Bo Tok, ALZHBRERL v o B S i 2l ﬂ:
Peptostreptococcus B CTX LU CZX X+ 5%
MIC ##i% Table 26 (2R3 4%, E%D MIC HTT
BT

FEATM O ZRTF 2Bt LR, A Tk
FEH IR WT X2 HE T CZX B RIE Toi 0 &
WEANEIEIC S0 » 72 (P<K0.05), %7 BJE TI2F#
DA T X2 BT CTX BICEmbE» BE TS
Stept (P<O0.05), fnifRET TXARE, BELLE
KRBT IR A DY, WEAINEE—%E
TG S NI L E X B A Hlor RAERBALAES DB
KRB oEEIE T BIED CTX BEofkiRs CZX Fic
HARUBE THIEICE  » 7o (P<0.05),

W aEER R OREILAR T, CTX 3f84.5%, CZX
P 75.7%, BIBT CTX ¥ 73.7%, CIX Bf 68.4%
DHEYE CER+HR) THH, AlE, BELL CTX
PEOABIRY CZX BEx B0 - 72y, MSEAITERI T E
DETIeh o T FRERAE X BRI - BEEEINCE
PN 5 L, AR TRRMEEBIEMCR T CTX 3
(93.5%) »s CZX Bt (75.6%) X, X2 BRETHIEIC

HW
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Table 25 Overall clinical usefulness judged by surgeons

Completely|q_,. .. .| Fairly Rate of Statistical analysi
. No. of .. 7 |Satisfied| _ " .. |Un- In- . usefulness (25) 1cal anaiysis
Trial|Drug| .- ces sat(l:s)fled (S) satIIs:fxed satisfiedltolerable Undecided o
( (F) (C+S)|(C+S+F)|2(C+S)| #(C+S+F)l U
CTX| 71 8 38 15 7 1 (2) 66.7 88.4 .
N N N
A CZX| 74 15 27 23 7 0 (2) 58.3 90.2 S S B
CTX| 55 5 25 16 9 0 (2) 54.5 83.6
N \{
B CZX| 52 8 14 20 9 1 (6) 42.3 80.8 NS S S
Table 26 Susceptibility of Peptostreptococcus spp.
MIC| § 0125 | 0.025 | 0.05 | 0.1 | 0.2]0.39 | 0.78 | 1.56 | 3.13 | 6.25 | 12.5 | 25 | 50 | 100 | Tota | Statistical
Group analysis
CTX 3 2 1 1 1 8
CTX NS
CzZX 2 3 1 1 1 8
CTX 1 3 2 2 5 13
CzX NS
CzZX 1 3 1 4 4 13

HHENE < (P<0.05), *ic ¥ IG & - IEBEES
T RwBRSTT A L, ARBOBISEEf T CTX ¥
(100%) DEZhHA: CZX B (76.0%) ITHANXRET
HEED T (P<0.05), T B Bl fZ H1 Tl
FHREAERZRAD R » T, MBI A ED
CIX #xMBIE L LB RBR % F TRATIeb L T
WiEWZ EMD, ThLOERY T TRERINHE
LHBBHT A LREETH Y, TLERETLRKL
Bh, BLF LV cephem ZIAEME D Ceftazidime
(CAZ) & Cefotiam(CTM) o —BEEHRRARICKIT S
CAZ B DR BEERBED BHRIX AR 85.7%, BE
66.1% THH?, SED CTX BHOAME LIZIFTAET
bHot,

FREHTEC L A REKEBHBEE T W TAFOHR
ER GEWHE+ek) 13 CTX Bf 76.1%, CZX ¥
74.3%, BETix CTX Bf 64.9%, CZX BE57.9% &
Y, KEBKSDROBER L AcEER L CTX 3
B CZX B% bl - 7o b 0 O EFIBM B E /82T AR
bhigh ot

REARREE 2 AR CREARMICHE 2 2 X5 5
highotept, BETIE 14 B#IC s T CTX ¥
82.4%, CZX BES7.1% DHEXTHH, CTX Bt X2
RECHRCER Tt (P<O.05), ¥ 7c, BRIKATRA
PYEEILBIETH L 5 Ak o AMMEDOEH (LRI
W, CTX B 83.7%, CZX Rf 48.6% Lith, X2 4%
ET CTX BAHEIER T 7 (P<0.05),

CTX B3 10X CZX BEL b iRH S hicMBcKiT 5
CTX b0 CZX o MIC At i3 E A % Th-

o L2 L, BEOBEIGHEEM T MIC 57ixHEtd
%&, CZX BETo CTX % XU CZX o MIC 4L,
CTX HoFrhiciit+5 &, CZX BED WA X5
BRREUNURE TEERED > (P<0.05), BED
BICEEA TOBERERIL CTX B 71.4%, CZX 1¥#78.9
% Thotchy, D MIC HADOEN, KRR
LickdExLbhb,

HEEHE T AE T CTX #rEmVHEEER
(HE+ERRR) RL, W 2rORBJINTTE B £
NEbhtc, ¥F, MESNDBEINCLERANTOHELE
\XARBT CTX Pf 69.5%, CIX %f 52.6% &kigh,
CTX BEDOMEENEVEAEMR LI, HERECEK
fxmmz b &, CTX B (8l.4%) & CZX %f (63.2%)
LORT X RETEEDENALRT: (P<0.05),BE
<13 CTX B 76.1%, CZX B 70.2% &igh, CTX
TEMNERTLEE - oy, AEEXRD T, RIS, B
uh e BERERYGESI T, BEEERPMEF OB AR
WwT CTX B (73.1%) »CZX B (33.3%) wh~U
BES IO X2 BETHRCEVHEEARERLE (P<
0.05), EZZfAH X AR THEMC Fiscaer OE
BEERTEEEN R bR (P<0.05), BfE TIXHEHE
REYE Ml DL RICH T CTX B (57.1%) A% CZX
Tt (3l.0%) CH~NBWEAMNADRI, 3612, Ef
LoD NI SRHEO B K B3, ARk T
CTX P 73.3%, CZX Tt 56.8% &Lieh, UHRER X
O X2 HE T CTX B VAT E D » fo (P<0.05), BfE
coML%RIL CTX B 51.4%, CZX Bf 83.0% &g
b, XHRETEERE AL (P<0.05), B xE
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DIHERTH X2 RET CTX ErFRCRVHEER
#iR Lic (P<0.05),

G L D ABINTMEO TN IAREKETHD LIX
Hr Lotiel, T OHMEERRRIIERRDR LD
HLTEXBRETHA I, SEOUERBROBERL
BER JOHEXRE LR AR S &, MEFHHR
PERGRCRBI LT 5 EEZ bR,

EIfER CTX Bwix A b h ¥, CZIX B T40
@.7%) wHbhich, MEAFHCEEOEZIALN
fedrots, ¥, TORERZRVWTHLFEZEELUTT, &
CRB b EEZE2bRBLD Xich o, BRERE
fE &% X CTX Bfic 261 (1.4%), CZX FFw 64l
(4.1%) Abhich, TOBEIT TRREIhTWS
BiE L BIEAETH -1

UEDZ Emb, CTX BMEBERRIEDOKRECK LT
TRZZDOEBTERAINR T3 CZX LR ELME S
IVREHEDEVWERITHB EE LN,

X LS
1D #27 BBEREREFLRE, FEY VAUV

2)
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A WELL-CONTROLLED COMPARATIVE STUDY OF CEFOTAXIME
AND CEFTIZOXIME IN THE TREATMENT
OF POSTOPERATIVE INFECTIONS
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A well-controlled comparative study was performed using ceftizoxime (CZX) as the control drug
to objectively evaluate the efficacy, safety and usefulness of cefotaxime (CTX) in postoperative
infections. Both antibiotics were administered intravenously by drip infusion at 2 g/day in two
divided doses, and the following results were obtained.

1. Overall clinical efficacy rates, based on assessment by the Efficacy Evaluation Committee,
were 84.5% (60/71) in the CTX group and 75.7% (56/74) in the CZX group in postoperative
wound infections (Trial A), and 73.7% (42/57) in the CTX group and 68.4% (39/57) in the CIX
group in postoperative abdominal cavity infections and postoperative dead space infections (Trial B).
No significant difference was found between the two treatment groups in either Trial A or Trial B.

2. Final overall improvement rates evaluated by the surgeons were 76.1% (54/71) in the CTX
group and 74.3% (55/74) in the CZX group in Trial A, and 64.9% (37/57) in the CTX group
and 57.9% (83/57) in the CZX group in Trial B. No significant difference was found between
the two treatment groups in either Trial A or Trial B.

3. Bacteriological effectiveness was judged by the Efficacy Evaluation Committee. Pathogen eradica-
tion rates by case were 69.5% (41/59) in the CTX group and 52.6% (30/57) in the CZX group in
Trial A, with CTX tending to be more effective. In Trial B, however, the rates were 52.2%
(24/46) in the CTX group and 42.6% (20/47) in the CZX group, with no significant difference between
the two treatment groups.

The eradication rate by bacterial species based on the growth and decline of the bacteria clinically
isolated before administration was 73.3% (66/90) in the CTX group and 56.8% (54/95) in the CZX
group in Trial A, while, in Trial B, the rates were 51. 4% (37/72) in the CTX group and 33.0%
(31/94) the CZX group, the CTX group exhibiting statistically significant better results in both
Trials A and B (P<0.05).

4. Side effects were not observed in the CTX group but were reported in 4 out of 150 cases
(2.7%) in the CZX group. Abnormal laboratory findings were observed in 1. 49 (2/144) of the
cases in the CTX group and in 4.1% (6/147) of the cases in the CZX group. However, no
significant differences were found between the two treatment groups either in side effects or
abnormal laboratory findings.

5. The usefulness was judged by the surgeons to be 66. 7% (46/71) in the CTX group and 58.3%
(42/74) in the CZX group in Trial A, and 54.5% (30/55) in the CTX group and 42.3% (22/52)
in the CZX group in Trial B, with no significant difference between the two treatment groups
in either Trial A or Trial B.

From the above results, CTX may be considered to be at least as highly useful as CZX in the
treatment of postoperative infections.



