180 CHEMOTHERAPY FEB. 1986

s iEIc %3 % Cefpiramide » Cefotiam o - EEHREBRER

EH G- EHOEE - BA BX
KR SLKF 5 = 4Bt
EAFE —-F A 5 X

ALHIEREE—
ol — BBkt E
ARKEHS =R
g5 A B
RIS B RFS B

HE ZER-&I REx-BIJI A
ZHEBH I KRES -/
H % @ 8l-% & GIN
HEKRES 4B
BB ® B4 B B R
ZRRATEBKEHE B
H o # -k H H
KR KEMAE RTS8
TH B=-H#Ex - R R
[ L R — AL Bt
EMIEH - =ik - TIUES - BHNAE
RIGK¥EH B
+ B ® — W x B @
R RESE 45
ERFE - FRRA - KEEFIE - £HEE
HER KZFEHE SR
FAR IEfE - F - HFFELFNE
RERKEH S8

[

(FBF1 60 9 A 19 BZfH)

iR YAEIC 5 3% Cefpiramide (CPM) FRIE, T b O H A *ZBANICTHET 2
7zeb, Cefotiam (CTM) %Zx$ME3E L L, WA 1 B 2g SHEBERSC L EERHEABR T
el BT oM %187,

1. NEEEOERAFICHVT, MHEERPESN UTAR) TRAEAFEIC/ED A b R
¥, MEEEARS I X OTEEREAED (LT BE) Tk CPM BiCHMERRGIN LRI 1AL
n, AEHE LIV oTeh, TOMOTRERTFICOVWTIRAREIRD bR T,

2. LAEERZE X, A JB Tk CPM If 87% (62/71), CTM I 77% (55/71), B B T (&
CPM ¥ 85% (47/55), CTM Z¥ 58% (31/53) o E#FH/RL, AR CTRHEAFMcAEE X



VOL. 34 NO. 2

CHEMOTHERAPY 181

RS BN Ty, BRI WLTIE X2 BIOUME TEEDENED LN,
3. RRYS EE GR#) (3, ABTix CPM B 79% (56/71), CTM B 72% (51/71) BT
x CPM #£78% (43/55), CTM #f 58% (31/33) mI;UER AR L, A CEmEATHEIE) o

<, BETIx X* B%ET CPM Hn

BILEVCIERY R LI,

1. HIEFERE, EAROEE LK \T, ATk CPM £ 53% (28/53), CTM Zf 46%

(26/57) LTEAIBM THEOZ IR DN ILh - T0hs,

BJZ Tix CPM ¥ 599 (26/44), CTM ¥¢

31% (10/32) & X2 B IUV'UHBET CPM BHICHBCEHVCENK X R L, 1, WEENOWHY
KETIZARE, BRE L LIWMEABE TEEE ) 1,

5. EIfEAx CPM B¢ 144 fidh 5l (3%), CTM B 138 fjifh 3l (2%), FalkkeZEfEsRa
CPM BT 5%, CTM BT 12% O BB ThH-1, EIfFAEEL lvhﬂfiﬁﬁf@ﬁmm%ﬁqz.,

FEHIBE RN D LD - o

6. HAMHECHVTULAR CTHEFBMICEZRD bhioh - e,

BEHs VT CPM By AR
7. HEEEOBEFHETIH

R T,

BJE Tz X2 520U

FBUWTRIAIDONIBBIC O THMRKIY S X CRARERIN,

SERSE, SBROREE, HEFNORS XOAERMHEC OB LicksE, Bl
%EM®%@%$(GWIﬁ6&/CTME¥%/;L%LT@& CPM EEMBTCENR T,
bR S CPM IR RYYEDERE L L TR ORVWERTH D EE LD T,

Cefpiramide (CPM, SM-1652) 3 (£ & B3 (Bk) &
IR THEEI R 7 - 2 REHARAEYE
<, Fig 1l o RTILEBEREFLTED, 77 26K
CEEHECRAVWHEAOYE LY, 4 P oaeruginosa
CxLTIRBEWEE®EYXHEL, ToMPRERZE 2
ORHETH T ENERTH B,

KA DL b BRI BRIE R 3 TS 29
MHACERELLAABERITRE & (B 56 F£- 14
B) FEY v HEC Y ATBVLWTHE S RY, Lrd, ¥
WEEREBIEIC 3\ T CMZ Lo HERBRY, REERIE
“EWTiE CMZY 35 X vt CFS (BB 2 v &L
LT)® o HERBETR, FOKE, &# CPM
BEOHFRAMTOVLCTHERIR TV 5,

4E, bt CPM o BHEBIC & F 5 i %R
YFECHTAENE LR X EBANCFM T 2 BM
<, $t@#E & LT Cefotiam (CTM) #80, “EEHK
ECXBHURBY T T, TOMKXRET
ZJo

I. &% & 5 &%

APFeiz Table 1 127K Lic&E 13 fiidk s LU Z D)
HfEEE DIEEZE & LT, BTS84 A2 LI 5945
98 % To 18 2 AMICER LI

1. mers

KNEEBTUEDEC X BB Y LE LT Hi Y
FED 5B, MEAIRY (AR LMHRERENRES LT
TEREREY: (BJB) & Lic (Table 2), 7eds, FAl&L LT
15 gl BT, ABEL, FMixZTIcBEELXREL, &

AT & & Lo 7222 L, KB4tk XU FELNT
flioRLh, WRELTTEY EEX LN D TRDEN
EBRAE Lics

1 % -/pR, iEaEs LU EAFOBEE,

2) BEELL, BIRFoBEXETLESL,

3) EWEBVELLSEBLRESL GEREMLE),

) EHTvAF-OBRFREEETLIES,

5) CPM kX0U'CTM AT A F&FEML, T
I TLEBE AR LIcESE,

6) ARLFEAEN T T CPM 712 CTM %4 &
ThTWicB%E,

7) 723V (5vy2R), 7256=F(Lxte
V) B EhTwWaEE,

8) T DMEBELAE &M LicEE,

9) BEEE SR Serratia, Achromobacter, Bac-
teroides, BT LI X AREYPFETHDHZ EN A B
nird D,

7ok, ARBOFEMICHIc» THEEE TR BEC

MUTEAMZOWTICHAL, THEB T EE
L7,

Fig.1 Chemical structure of cefpiramide

/E‘jumunu)\u Al '
|

A A

H,C © CH:S7SN

COONa l
OH



182

Table 1
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FEB. 1986

The list of collaborating institutes and participating surgeons

First Department of Surgery,
School of Medicine, Hokkaido
University

Department of Surgery, Tenshi
General Hospital

Department of Surgery, School of
Medicine, Keio University

Third Department of Surgery,
School of Medicine, Nihon
University

First Department of Surgery,
Nagoya City University, Medical
School

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

Department of Surgery, Fujiidera
City Domyoji Hospital

Department of Surgery, Osaka City
Kita Hosnital

Department of Surgery, Osaka City
Momoyama Hospital

Department of Surgery, Morimoto
Hospital

Department of Surgery, Johto Chuo
Hospital

Department of Surgery, Keio
Hospital

Second Department of Surgery,
Kyoto University, School of
Medicine

Department of Surgery, Shizuoka
Municipal Hospital

Department of Surgery, Maizuru
Municipal Hospital

Department of Surgery,
Yamatotakada City Hospital

Department of Surgery, Kyoto
National Hospital

Department of Surgery, Dai-ni
Ohba Hospital

Department of Surgery, Takeda
Hospital

Department of Surgery, Toyooka
Municipal Hospital

Department of Surgery, Hikone
Municipal Hospital

Department of Surgery, Osaka
Red Cross Hospital

Department of Surgery, Moriyama
Municipal Hospital

Yoichi Kasali,
Yoshimi Nakanishi

Takashi Nakamura

Kyuya Ishibiki

Issei Nakayama,
Yozo Akieda

Jiro Yura,
Nagao Shinagawa,
Shu Ishikawa

Katsuji Sakai,
Takami Ueda,
Mikio Fujimoto

Takeya Sasaki,
Sadakuni Maeda

Susumu Doi

Kiyoshi Mitsuyoshi
Yuzuru Morimoto
Keinosuke Matsumoto
Akira Sawada

Yorinori Hikasa,
Hiroshi Tanimura

Shohei Nogimura,
Satoru Fuchigami,
Takao Uozumi

Motoichi Setoyama,
Sumio Mukaihara,
Mitsutoshi Yun,
Yasutake Mine

Yoshinobu Nishijima,
Jun-ichi Ueda

Mihoji Okamoto
Shin-ichi Mise

Kazumasa Inoue,
Hitoshi Kato

Shigeo Ueki,
Iwao Kaneko,
Takuo Kurahashi,
Motoyasu Naito,
Masanori Zaimaa,
Koichi Shima,
Masato Kataoka

Takashi Yokota

Hiroo Matsumoto,
Yoshihiro Yamazoe

Keisuke Maruyama

! Department of Surgery,

Tsukaguchi Hospital

Department of Surgery, Shinko
Hospital

Department of Surgery, Himeji
National Hospital

Department of Surgery, Ako
Municipal Hospital

First Department of Surgery,
Nara Medical University

Department of Surgery, Saiseikai
Chuwa Hospital

Department of Surgery, Nara
Prefectural Mimuro Hospital

Department of Surgery, Nara
Prefectural Gojo Hospital

Department of Surgery, Nishi
Nara Central Hospital

Department of Surgery, Haibara
Hospital

Department of Surgery, Research
Institute for Microbial Disease,
Osaka University

First Department of Surgery,
Hyogo Medical College

Department of Surgery,
Shin-Senri Hospital

Department of Surgery, Osaka
National Hospital

Department of Surgery,
Nishinomiya Kaisei Hospital
Department of Surgery, Sakai
Municipal Hospital

Department of Surgery, Osaka
Minami National Hospital

First Department of Surgery,
School of Medicine, Okayama
University

Department of Surgery, Tottori
City Hospital

Department .of Surgery, Fukuyama
National Hospital

Department of Surgery, Mihara
Red Cross Hospital

Department of Surgery, Bizen
City Hospital

Department of Surgery, Tsuyama
Central Hospital

Department of Surgery, Iwakuni
National Hospital

Eiichiro Yao,
Shinji Uemoto
Hiroyasu Hashino,
Fumio Rai

Yoichi Yamauchi,
Hiroshi Ohara,
Yasuhito Kitakado

Kimio Henmi,
Yoshiharu Sakai,
Naoki Nitta
Tsuneo Shiratori,
Katsunori Nakatani

Atsushi Imagawa,
Akihiko Watanabe

Masami Yagi

Saburo Misaki,
Tadayoshi Fujioka

Nao Sekiya
Hirotaka Ochi

Tetsuo Taguchi,
Jun Ohta

Eizo Okamoto,
Tadayuki Hida,
Yousuke Yoden
Kazuyoshi Tomita,
Seiichi Matsunaga,
Toshio Horino

Tsutomu Kawahara,
Norio Numata

Takashi Okumura

Takashi Satomi,
Shin-ichi Mitsui
Shinji Tanaka,
Kazunobu Uesaka

Kunzo Orita,

Sadanori Fuchimoto,
Shin-ichiro Tanaka,
Tadakazu Matsuda

Shun-ichi Isobe

Yuzo Ueda,
Yasuhei Kurose

Takao Fujii

Kiyoshi Ogawa,
Wataru Osawa

Naohiko Tokuda

Eiji Konaga,
Masamitsu Enomoto,
Fumiyuki Inoue
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Table 1 Continued

Department of Surgery, Saiseikai
Imabari Hospital

First Department of Surgery,
School of Medicine, Nagasaki
University

Department of Surgery, Inoue
Hospital

Department of Surgery, St. Fran-
cisco Hospital

Department of Surgery,
Nagasaki Genbaku Hospital

Department of Surgery, Mitsubishi
Hospital

Department of Surgery, Nagasaki
Saiseikai Hospital

Department of Surgery, Isahaya
General Hospital

Department of Surgery, Omura
City Hospital

Department of Surgery, Sasebo
City General Hospital

Department of Surgery, Sasebo
Central Hospital

Department of Surgery, Hokusho
Central Hospital

Department of Surgery, Nippon-
Kaiin Ekisaikai Hospital

Department of Surgery, Jushinkai
Hospital

Second Department of Surgery,
School of Medicine, Nagasaki
University

Department of Surgery, Nagasaki
Municipal Hospital

Department of Surgery, Nagasaki
Rousai Hospital

Department of Surgery, Nagasaki
National Chuo Hospital

Department of Surgery, Juzenkai
Hospital

Department of Surgery, Kouseikai
Hospital

Department of Surgery, Fukui
Hospital

Department of Surgery, Matsuura
Municipal Hospital

Department of Surgery, Obama
National Hospital

Tatsuo Kurokawa

Masao Tomita,
Toshio Miura,
Takatoshi Shimo-
yama, Hiroyoshi
Ayabe

Tatsuro Harada

Takeyuki Ohmagari,
Shigehiro Hashimoto

Kyoichi Noguchi,
Kazuyuki Eida,
Susumu Nakao,
Hideki Taniguchi

Yoshihide Harada
Yasunori Kotake

Koji Tobinaga
Katsutoshi Hashiguchi

Masumi Ifuku,
Husao Kubota,
Tohru Yasutake

Toshiaki Torigoe,
Tadaomi Kunisaki,
Hiroyuki Kusano

Terukazu Yamazumi,
Yoshitoshi Yokota

Hiroshi Furukawa,
Iwao Yamashita,
Takaaki Kawabuchi

Iwao Hisamatsu,
Haruhiko Nakao

i Ryoichi Tsuchiya,
| Kensuke Yamamoto

Akiumi Miyata
Mitsugu Mitsuyoshi
Shigeru Maeda
Hitoshi Machida,

Yoshio Hashiguchi

Ryosuke Tomonaga

Masao Hiramatsu,
Yasutaka Tsurunaga

Tohru Segawa,
Masaru Nishimura

Mitsuyuki Matsumoto

Department of Surgery, Nagasaki
Prefectural Shimabara Onsen
Hospital

Department of Surgery, Taku
City Hospital

First Department of Surgery,
School of Medicine, Kumamoto
University

Department of Surgery, Hitoyoshi
General Hospital

Department of Surgery, Yatsushiro
City Hospital

Department of Surgery, Kumamato
Chiiki Medical Center

Department of Surgery, Ueki
Hospital

Department of Surgery, Tamana
Central Hospital

Department of Surgery, Yamaga
City Hospital

Second Department of Surgery,
School of Medicine, Kumamoto
University

Department of Surgery, Kumamoto
Municipal Hospital

Department of Surgery, Kumamoto
Central Hospital

Department of Surgery, Kumamoto
National Hospital

Department of Surgery, Tamana
Central Hospital

Department of Surgery, Miyazaki
Prefectural Nobeoka Hospital

Department of Surgery,Mivakonojo
National Hospital

Department of Surgery, Minamata
City Hospital

Department of Surgery, Amakusa
Central Hospital

Department of Surgery. Arao

" Municipal Hospital

| Department of Surgery,

Misumi National Hospital

Department of Obstetrics and
Gynecology, Tokyo Keisatsu
Hospital

Department of Neurology,
Faculty of Medicine, Kyoto
University

Satoshi Yamaguchi,
Shigetoshi Matsuo,
Tetsuma Yamaguchi

Sadayoshi Fukuda

Yoshimasa Miyauchi,
Takahisa Hiraoka,
Toshitada Ohkuma,
Hidenobu Sada

Kuninori Uemura,
Michinobu Tanaka,
Shuichi Koshi

Koichiro Togami
Kenji Yamazaki
Ken-ichiro Nakakuma

Etsuo Murata,
Masanori Kakiuchi,
Bunji Izumi

Masanobu Arase

Masanobu Akagi,
Satoshi Ikei,
Kunio Itegami,
Hiroshi Morinaga,
Tetsuji Kanemitsu,
Tohru Beppu

Shiro Hori

Ryoya Tomojiri,
Yoshio Okamoto
Takayoshi Utsunomiya,
Mikio Misumi

Jun Ishii

Yukio Matsuoka,
Shozo Hirota
Toshinori Muramatsu
Fudeo Sakamoto
Teruomi Shimamura
Katsumi Yamazaki,
Osamu Nawata

Takayoshi Komorida

Koichi Yamamoto

Masakuni Kameyama
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Table 2 Standard classification of patients

Trial A Trial B

} Exception

#  Wound infections after 3
asepticism.

i8S

2 Wound infections after
semi-asepticism and
contaminated operation.

infections.

However perineal
wound infection
after rectal
amputation belong
to Trial B.

Postoperative abdominal #
cabity infections.

Postoperative dead space

(Including perineal
wound infection after
rectal amputation)

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

#  When bile duct drainage is executed
or complication with biliary fistula.
When abdominal cabity infections are
combined with intestinal fistula.

Wound infections of stoma of
culostomy.
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Table 3 Standard criteria for assessment of clinical effect by cominittee

Trial A Trial B
1) Redness 2) Swelling 1) Distention 2) Tenderness
Target 3) Induration 4) Pain 3) Muscular defense
findings 5) Local heat 6, Discharge 4 Discharge 5) Pain
7) Fever* ‘l 6) Local heat 7) Fever®
Excellent : Excellent :

disappeared within 3 days, and WBC

normalized at the end of treatment.
Effective :

2/3 or more of the initial symptoms

were disappeared within 7 days.

Criteria

2/3 or more of the initial symptoms were

23 or more of the initial symptoms

were disappeared within 5 days, and

WBC normalized at the end of treatment.
Effective :

2’3 or more of the initial symptoms

were disappeared within 14 days.

Poor : Poor :
Cases other than Excellent or Effective Cases other than Excellent or Effective
ones ones
* Fever ++238.0°C * WBC +-+ 212,000
+ 37.0°C~37.9°C +  8,000~11,900
—=36.9C —= 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.
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Table 4 No. of patients subjected to the analysis

Total No. of cases
Skin test positive CPM 144
case(No adminis- CTM 139
tration) Total 283
CPM 0
‘M 1
Total 1
[ | *
No. of trial A cases No. of trial B cases
CPM 80 CPM 64
gu CTM 62
Total 156 Total 126
Side effect Clinical Side effect Clinical
All cases were efficacy All cases were efficacy
evaluated evaluated
1 [ 1
No. of cases No. of cases No. of cases| |No. of cases
evaluated excluded evaluated excluded
CPM 71 CPM 9 CPM 55 CPM 9
CTM 71 CTM 5 CTM 53 CTM 9
Total 142 Total 14| | Total 108 Total 18
[ 1" : Clinical usefulness and improvement

judged by surgeons

108 fij (CPM B :55 fjl, CTM £ : 53 i) Th -1
7ok, BIMERID &1 282 iR flic o TOEREHE
X AHEE, BRI OMITER XLl Lic(Table 20),
2. HNBEBHEOTRATF
BRHEFTRIEGIARE 142 §l, BJE 108 floERRE
F 2 L DGR Table 6-1, 6-2 1R Lico
ABTRVWTFhOYRET TR T MERHRETE
EOERIH 5T,

Table 5 No. of patients and reasons for exclusions or drop-outs

No. of Trial A Trial B
Items
cases CPM CTM Total CPM CTM Total
Disease out of object 4 1 1 2 1 1 2
Prophylactic administration 1 1 1
Administration of CTM |
before the trial 14 3 4 7 3 4 7
Concurrent use of anti- 9 3 3 3 3 6
biotics
Administration terminated 1 1 1
within 2 days
Administration terminated
within 2 days reason 2 1 1 1 1
for side effect
Deviation of administration 1 1 1
schedule 4 g day)

[ \
No administration : (trial A, CTM group 1 case)




VOL. 34 NO. 2

CHEMOTHERAPY

187

Table 6-1 Patient characteristics
Trial A B
Statistical Statistical
Characteristic CPM CTM analysis CPM CTM analysis
Male 43 40 . 35 27 N
Sex Female 28 31 N.S. 20 2 NS
~19 4 3 1 2
20~29 3 5 2 4
30~39 6 6 5 6
40~49 10 8 . 6 2 .
Age (yr.) 50~59 22 16 N.S. 18 18 NS
60~ 69 13 10 13 12
70~179 12 17 8 8
80~ 1 6 2 1
~39 2 3 3 3
e 40~49 24 20 16 18
B"di k“)e‘ght 50~59 2 28 N.S. 20 23 NS
& 60~69 17 14 1 6
70~ 6 6 5 3
Site of Wounded infection 71 71 1 0
infection Dead space N.S. 20 21 N.S.
Abdominal cavity 34 32
Esophagus,l stomach 14 17 12 13
or small intestine
Appendix. colon or 31 25 16 12
Site of rectum .
. . Perineum 2 1 N.S. 17 18 N.S.
infection Biliary organs or
y org 5 10 5 6
pancreas ‘
Wound with drain 19 18 | 5 4
tube
Superficial 32 31 0 0
Ii?li'zgtli:rf Tunica muscularis 28 32 N.S 0 0 /
Deep 11 8 2 0
Upper abdomen 16 20 15 12
Site of Lower abdomen 31 25 31 32
Biliary organs on N.S N.S.
surgery 6 11 6 7
pancreas
Others 18 15 3 2
Cancer 28 27 31 30
e Cancer + Biliary
U?itiiser;}slenk organs 3 3 N.S 6 5 N.S
Biliary organs 5 11 2 5
Others 35 30 16 13 -
- None 46 51 . 36 32 .
q
Complications Yes 25 20 N.S. 19 21 N. S
0 9 11 3 7
~ 2 30 36 21 13
tSrtia;t<(E)fat:e) ~7 23 17 N.S. 18 18 N.S
at thay 8~14 6 4 9 7
15~ 3 3 4 10
T . None 24 24 42 34 Cq
§ ,é ~ Incision Yes 47 47 N.S 13 10 N.S
20 = N
< £ o | Puncture Rone 66 n N.S 5 52 N.S
233 Yes 5 1 4 1
598 o v -
£ 8- ) None 65 65 41 42 .
3 5, Others YVes 6 6 N.S 14 1 N.S
Chemotherapeutics None 9 6 2 4 .
prior to the trial Yes 62 65 N.§ 53 49 N.S
. Single infection 32 28 22 9
ITy?e l"f. ?act‘.e“"‘ Mixed infection 21 29 N.S. 22 23 | x°=8.565"
ogical ntection Others (unknown) 18 14 11 21
x% 1 x -test, * 1 P<0.05, N.S.:Not significant
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Table 6-2 Initial severity of clinical findings
Trial A 5 B
Clinical cpM | oy | Statistical | opa o | Statistical
findings analysis | analysis
=36.9C 23 27 8 6 |
Fever 37~37.9°C 27 27 N.S. 29 20 | N.S
>38°C 21 17 18 26 |
<7,900 18 15 13 17
WBC 8,000~11,900 28 21 N.S 23 12 N.S.
>12,000 15 21 14 9
- 4 5 0 0
Redness + 19 23 N.S. 0 1
++ 45 42 3 0
- 9 12 0 0
Swelling + 21 23 N.S. 0 0
++ 35 33 2 0
- 16 26 1 0
Induration + 21 21 N.S. | 0 0
++ 23 16 J\ 1 0
- 13 14 7 17
Pain + 26 32 N.S. .26 23 Z=2.088"
++ 29 24 |16 11
- 4 | 17 |15 23
Local heat + 28 | 32 N.S. 22 16 N.S
++ 2 | 18 {8 9
- 6 | 2 | 5 5
Discharge + 19 20 | N.S. 13 19 N.S.
++ 42 47 32 27
- 3 | 31| 32
Distention + | | 10 9 N.S.
++ | | 3 5 |
- 3 | 21 | 18
Tenderness + 0 i 17 19 | N.S.
++ 1 |1 |7 12 | 11
— |
Muscular + 3 } 32 ‘ 3; . NS
defense } T | 4 3 |

BE T3 - BEREGNCE W T B3 RE I 6] 2
CPM B BHIcEh oo, i, EBAAT DERKE
PR TREROERDY (=) FTishbbEr-fcd op
CTM B AZR TS > 1

3. RAFRIKZE

BEFRDEE Table 7 105 Lizo HHLLEOHR
WTAE Tz CPM 3% 87%, CTM ¥ 77%, BfE Tt
CPM % 85%, CTM 2 58% T» b, ABTIXEEA
BRI HE0ZRED bhich »edl, BETIX CPM
BOBEEDENR 2R XV UK E THEZRREM 1
(X?:P<0.01, U:P<0.05),

Pseudomonas & T RIERIRE)F D E PIGET 15
7% Table 8 [ 78 L1z, Pseudomonas [ {11 34
g (AJE 21 i, BJB 13 @) T, ARizis\Ti% Pseu-
domonas [G4E LY (Fih=x : CPM F£87%, CTM 3
76%) & Pseudomonas JBA b | (Fxh=R : CPM Rt

P
7,

Z > U-test, * 1 P<0.05, N.S.: Not significant

100%, CTM Bf 87%) % & b IicFEABMIcE LI
el 'f:o

—7, BB\ Tik Pseudomonas |B4 LG (BY
H: CPM P¥ 847, CTM B 6420) wwixEEEN feh»
tohs, Pseudomonas B b il (Fi)=R : CPM B 100%
(6/6), CTM F¥ 29% (2/7)) TX X2 K XVUKRERS
WTHEDEY L - T CPM B0 B K %) EAEm ok
(X2, U:P<0.05),

4. 2BROBEE

1 GREBPITEE

FIEGI DR EHR TEIZ T 5 BB EE <OV THR
HUfchgtix Table 9 1058 Lic, FOKRER (EHUE
+3&E) 13, AETix CPM ¥ 79%, CTM % 72%,
BE Tt CPM ¥ 78%, CTM £t 58% TH b, BEL
FWT X2 BETCPM B EBICE VS ERYRLE
(P<0.05),
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Table 7 Clinical effectiveness judged by committee members

Trial Dru No. of Excellent Effective Poor Efficacy rate Statistical
g cases (Ex) (Ef) (Ex+Ef) (%) analysis
A CPM 71 28 34 9 87 NS,
CTM 71 22 33 16 77
B CPM 55 24 23 8 85 Z=2.542"
CTM 53 16 | 15 22 58 (Ex+Ef) : x?=8.48""
Z . U-test, x%: x- test, * 1 P<0.05, "*:P<0.01, N.S.: Not significant
Table 8 Clinical effectiveness classified by Pscudomonas sp.
(Judged by committee members)
. . No. of | Excellent | Effective Efficacy rate Statistical
Trial Organism Drug cases (Ex) (Ef) Poor (Ex-+Ef) (%) analysis
Without CPM 47 19 22 6 87 NS
A Pseudomonas | CTM 42 11 21 10 76 o
With CPM 6 2 4 0 100 NS
Pscudomonas | CTM 15 5 8 2 87 o
Without CPM 38 16 16 6 84 NS
Pscudomonas | C'T'\M 25 7 9 9 64 o
B ‘ !
With CPM | 6 3 3 0 100 zZ=2.2711"
Pseudomonas | CTM | 7 1 1 5 29 (Ex+Ef) : x?=4.27"

Z  U-test, x%: x> test, * 1 P<0.05, N.S.: Not significant

Table 9 Final overall clinical improvement judged by surgeons

Markedly ) o Improvement L.
Trial | Drug No.g of improved Imgrﬁ\ ed ir:arlorl\’&ed Unchanged | Aggravated rate S;i;lls;lsci:l
cases (M) D p (M+I) (%)
4 79
A CPM ‘ 71 32 24 9 2 NS
CTM 71 24 27 11 9 72
78
B CPM 55 24 19 6 4 2 (M41) : x2=3.98°
CTM 53 22 9 7 10 5 58
x%: x%test, * 1 P<0.05, N.S.:Not significant
Table 10 Final overall clinical improvement classified by Pscudomonas sp.
Markedly ) . Improvement s
Trial | Organism | Drug NO'_ ?f improved Improved . Fairly Unchanged| Aggravated rate Stat'St";al
cases D (I improved o5 analysis
Without CPM 47 21 16 7 2 1 79 NS
Pseudomonas |CTM | 42 15 16 6 5 74 B
A
With CPM 6 3 2 1 83 NS
Pscudomonas |CTM | 15 5 7 1 2 80 ’
Without CPM 38 15 | 13 6 2 2 74 NS
Pseudomonas | CTM | 25 12 ; 3 5 2 60 ’
B - T -
With CPM 6 5 | 1 100 ~ .
‘ 7-2.498
Pscudomonas | CTM 7 1 | 2 1 1 2 43

Z . U-test, * 1 P<0.05, N.S.:Not significant
ts3s, Pseudomonas |RAEEF D BIMFHZE VT, 10),

AETix Pseudomonas [ i LT hio b T FEH 2) ERNTCGEE DD

BRI EN e h - ohs, BIB Tk Pseudomonas J&H Y BAMCRF Lt i E Eo#B %, ABTIL
Blizs\T, ShER2 CPM B 100% (6/6), CTM ¥ 3,5 % X07H, BETI23,57 10 sX0*14 AT
43% (3/71) L HEENRHShic (U: P<0.05)(Table Lizg T, Fig.2 o)L,
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Fig.2 Time course of overall clinical improvement judged by surgeons
. . Improvement rate(”,)
: " No. of |Markedly| Fairly - s '
Trial Days Drug Case: Im":)rm"“; Improved improved Unchanged, Azeravated 40 0 100
3 CPM 71 7 29 21 11 3
CTM 71 7 20 26 17 1
5 CPM 71 26 22 15 6 2
A cT™ | 7 15 31 14 1
7 CPM 71 32 25 9 3 2 A N -]
CTM 71 21 27 11 9 S
3 CPM 55 2 19 17 17 38
CTM 53 9 7 13 24 30
- CPM 55 6 26 12 11 58
J CTM 53 13 8 13 17 2 40
B 7 CPM 55 15 23 10 5 2 69
CTM 53 16 12 8 14 3 53
10 CPM 35 22 19 8 5 I My * 7%
CTM 53 20 8 8 12 5 NON\\\\\\N_]53
14 CPM 55 24 19 6 4 2 AN . 2
CTM 53 22 9 7 10 5 OSSN )58
R : Markedly improved
1 :Improved
* 1 P<0.05: x°
Fig.3 Comparison of eliminating ratio on clinical finding (Trial A)
(%) (%) (7o (%) o—oCPM
0 or 0 0 ~-<CTM
Redness 20 1 Swelling 20 | Local heat 20 \ Discharge
40F
60
80

0
v 201 Induration
20}
E 6ot
&4
80
1 ! 1 1 1 1 1 Il 1 1 1 | I
3 5 7 (day) 3 5 7 (day) 3 5 7 (day) 3 5 7 (day)
AJGC R AHFERIIATHIA & b WEAFEICARE VEERYRL, 10 H, 14 AROHFERCE VT

BB o1, —F, BETIE, 3 BEHOEYIE
Bz T CPM Pf 4%, CTM #f 17% T, CTM B¢
X BRECEVTERICEVHERYR LIS,

LnL, Thi#Eos

S B TiE X T CPM B 5

%4 CPM Bt 75Y%,

CTM #¥ 53%, CPM % 78%,

CTM Bf 58% & X* BUETHEDEN & b h o (<

0.05),

5. ERIRIEWFT R oHER
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Fig. 4 Comparison of eliminating ratio on clinical finding (Trial B)
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Muscular
\ defense
@ 20 20
o
2 40 40
£
E .
5 60 60
80 80 80
1 1 1 1 1 L 1 1 1 1 1 1 1 1 1 1 1 1 1
3 5 7 10 14 (day) 3 5 7 10 14 (day) 3 5 7 10 14 (day) 3 5 7 10 14 (day)
*: PLO0.05: %2
Table 11 Bacteriological efficacy classified by type of infection
(Judged by committee members)
N fl Bacteriological efficacy Eradication Statistical
Trial Organism Drug f)' O Eradicated Replaced |__Tate (%) analysis
cases | W% g | Decreased | Unchanged | " p ) M T(EX R (E) [ (E+R)¥
Monomicrobial | CPM 32 18 0 7 7 56 78 NS NS
infection CTM| 28 15 0 9 4 54 68 R
'mi i ! 1 4 3 48 62
A Fol) rmcroblal CPM | 21 0 4 N.S. N.S.
infection CTM| 29 11 3 10 5 38 55
CPM 53 28 4 11 10 53 72
tal® N.S N.S
Total CTM| 57 2 3 19 9 | 46| 61 :
Monomicrobial |[CPM | 22 15 0 7 0 68 68 7=2.072" N.S
infection CTM 9 3 0 4 2 33 56 : '
‘mi i 3 3 5 50 73
B Pol) n?lcrobxal CPM 22 11 ° N.S N.S
infection CTM| 23 7 3 7 6 30 57
) CPM 44 26 3 10 5 59 70 Z-2.423* .
Total® . . ..| N.S
CTM 32 10 3 11 8 31 56 x =8.56

Z :U-test, x?: x%test, * : P<0.05,

a) : analysis without program of controller committee

18~ DEEFREERAT Ric oW T oS @ER) %,
ARCRESR, B R Em AR BHR RS
XOEMERY, BRECOBEEIZG, M, Wirkpret o
B, R, PR AR X OTEMERBGT OV TRE L

#m % Fig.3 3 X Fig. 4 WiRL7o,

> 7ehs,

** . P<0.01, N.S.: Not significant

AR TMEATROEBICEEOERIAR L it 2

BETIIHEIz > W C3HERIO5HET

(X2 : P<0.05),

CPM BfociEENATICE < (X2: P<0.05), [Him¥Ek
BogE>WTL CPM 23 BB TARICE - 1o
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Table 12 Bacteriological efficacy classified by Pseudomonas sp.
(Judged by committee members)
: Bacteriological efficacy Eradication rate e
Trial Organism Drug No. Zf Eradicated Replaced (%) S;;llst;c.al
case (E) Decreased | Unchanged (R) (E) | (ExR)® ysis
Without CPM 47 26 3 10 8 55 72 N.S
A Pseudomonas | CTM 42 19 1 14 8 45 64 o
With CPM 6 2 1 1 2 33 67 NS
Pseudomonas | CTM 15 7 2 5 1 47 53 o
Without CPM | 38 22 3 9 4 58 68 7 399"
Pseudomonas | CTM | 25 8 2 7 8 32 64 I
B
With CPM 6 4 0 1 1 67 83 NS
Pseudomonas | CTM 7 2 1 4 0 29 29 o

a) © analysis without program of controller committee

6. MEFHEE

1) ECIBIMBEEFAIRIE

A 5T O MEAFHIRAER ) O HEFEHR >
HIE LB FEPILATE 110 f] (CPM 2 53 fil, CTM
£ 57 &), BB 76 f (CPM £t 44 @, CTM 2¥f 32
) THhH, WEENE%L Table 11 iR L1,

ThbLERCSRT 5 BHiELRL, ABTE CPM B
53% (28/53), CTM #f 467 (26/57), BJ@Tix CPM
59% (26/44), CTM %f 312 (10/32) Th-teo %
fo, Bk X OREREMITEN LcERIE, HEKIC
BT, ABTRAEAFE TEROEIL LRI »
tohs, BETIE CPM B2, X B IO URE CTERILE
Motz (X2:P<0.01, U :P<0.05),

L L, EEERyHETICYc-» THZERLEDHE
MERERTHE, ABTIE CPM BE72%, CTM B
61% & BFETix CPM % 70%, CTM Bf 56% L3
KIBERNT A oD - 120

Pseudomonas [Fi2> W CREGIFIC MEXEN R B
Mzt LickE R % Table 12 1T/R L7,

AJB T2 Pseudomonas J& E L (FE%E : CPM
f 55%, CTM B 45%) & Pseudomonas & 7H b i
(@4 : CPM Bt 33%, CTM B 472 (2L bl
FRIBERNCE L0 - 7,

—77, BEWCRTHHEME FxAndHL, Pseudomonas
BE oo (El%kRK: CPM B 67%, CTM $£29%) T
WEENIE D o 1oy, Pseudomonas BEEL U (B &
% : CPM Pt 58%, CTM %t 32%) =L CUKRET
CPM HpiERCED » e (P<0.05),

2) HHERIMIEEHIZIR

EHI SR BIE S hIcHBIC OV TED H & & 4
7ro B E N cE 7 MIEE S. aureus, S. epidermidis, E.
faecalis, E.coli, K.pneumoniae, P.aeruginosa }s X O

Z : U-test, * : P<0.05, N.S.: Not significant

Bacteroides sp. ThH 1o

R OB MR RFIE 7T 68 IE fin 5 AJE Tk 182
¥ (CPM 2 79 #, CTM If 103 £), BJE Ti 150
¥k (CPM Zf 82 £k, CTM Ff 68 £k) DMiE» Bl sh
oo Zh B DOME AT HEERIME FHIZ) R Table
13 IR Lico BERENDOHEEERIZAR : L UBED-
FTHIZE VT, FEAFMICIIES -1

7. EIERASB XVEKRBREMERE

PSS 282 Glie > W THE S AE F ARbU
CHERRAEBRC B T 5 A & Table 14 % XU
Table 15 Z/R Lo

BIERERZEBLGNE Table 14 wiRT X5, AR,
BE&+# T CPM 54 (3%), CTM 3 fi (2%)
Thbh, MEARMT ZORRRCHETEOEI)-
Too EREIEREROHEMIMEAFECHES, ZERBK
Yo7 vA¥—ER (CPM B4 41, CTM B340 b
D, HEALZER & LTI CPM B 1 fild - 1o

EIfERDH -1 8 il T6 il (CPM 4 4, CTM
P20 »BEH I Th -7z (Table 16-1, 16-2),

BERAREER % ik Table 15 1R Lick 51, AR,
BE&b2 T, CPM 76 (6%), CTM B 16 f
(12%) TH-1:py, A, BEATL, ABLBE%XE
HETHHEABE CTXAERLER ) >,

B R EER T GlOME (Table 17) 13, GOT {ELE
7 CPM B T6{F (4%), CTM B T 11 f (8%),
GPT i LHA» CPM BT6 (4%), CTM RT3
(10%) T, Zofth Al-P {E L7, {FEAEREU&H 200
hic,

8. WHELZLE

FHRECIHEIE R LEOHETIE, ABkVT
CPM %3 (Bebkec 1 0, % &5 o k2 f) T 4%,
CTM ¥4l (GR5ffE2 0, A THEERTREL, &
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Table 16-1 List of side effects
Age Disease Side effect
Trial| Drug Sex (Undeﬂymg Operation Symptom| Severity Onset|Association with Remarks
disease) Y| day | the test drug
Postoperative Di
) . , isappeared /i
CTM 63 | wound infection|SPleenectonomy Fev Sey Probably sappear ‘aweek e
M Pyloroplasty ever evere 2 related discontinuation of ad-
Hepatic cirrhosis ministration.
54 Postopel"ativev Possibl Disappeared 4 days after
CPM M wound infection Gastrectomy Diarrhea |[Moderate| 2 relatedy administration.
(Gastric cancer) Non treated.
A Postopgrlatfivet' | Disappeared 6 days after
wound infection : ; :
CPM 8 Appendectomy |Urticaria|Moderate| 1 Probably dx§cpntmgah0n of ad-
F |(Acute related ministration.
appendicitis) Non treated.
Postoper‘ative' Disappeared 3 days after
CPM i/7[ wound infection Colostomy Rash |Moderate| 5 Surely d|§c9nt1ngatlon of ad-
h (Rectal cancer) related ministration.
nce ! Treated with antiallergics.
Table 16-2 List of side effects
Age Disease Side effect
Trial| Drug Segx (Underlying Operation Symptom| Severity "Onset| Association with Remarks
disease) ymp Y1 day | the test drug
Postoperative Disappeared s hour after
34 abdomlnal ca- Burning Prebabl discontinuation of ad-
CPM M }‘t)' n the Colectonomy| Malaise Mild 1 reiatedy ministration.
infection Dyspnea Treated with Oz and
(Colon cancer) steroids.
Poséoperative Disappeared 3 days(rash)
abdominal ca- . and 5 days(itching) after
cr| T | vity in the leostomy | ook | Mild | 6 Possiblygiscontinuation of ad-
infection ng clate ministration.
(Gastric cancer) Treated with Minophagen C.
B
Postoperative .
abdominal ca- Disappeared 3 days after
CPM 68 | vity in the Sub-total Urticaria|Moderate| 4 Surely d1§c9nt1nl_1at|on of ad-
M | infection Gastectomy related ministration.
. Treated with Minophagen C.
(Gastric cancer)
Postoperative
abdominal ca- Disappeared a day after
CTM 17\:; _vity iP the ganrmt?g:- Rash |Moderate| 1 Prr;z??é) administration.
infection pera Non treated.
(Rectal cancer

Lk 161) T 5%, BRETix CPM B 3§ (2 5-#kit
10, $b5ehik2 6 T5%, CTM B 3§ (58 1
B, MBI TREERTAE 1 I, LAk 16D T 5% gl

fEAMRS ORI, AR, BRE L LHEAFRICER
tehs - 7o (Table 18),
9. KAt

HAMERHE LEEGITARE 142 §) (CPM 71
@, CTM % 71 (), BJFZ 108 #j (CPM % 55 fjl,
CTM I 53 ffl) TH» - 7zo Table 19 12/RF X 5 IZii /&
U EoEmRE Iz AR Tz CPM B 61%, CTM B 48%,

BfETi13 CPM B 65%, CTM Bf 43% TAJB TIXfHE
KIBER TEEOERALR I »12dd, BREICK VLTI
CPM PEOHRMAETICE > (X2: P<0.05, U:
P<0.01),

10. BRI

M EBEOERETFH BT W THWERERIRE b
B, BMEPIEF N CPM HC AEICE» 1D
T, HRABKIE, EFtEmIEELE, i GIRMEFERR)
B JOBAMHTECOWT, B BARYE X
OHEHERRH T TBRIMRIT Lic, = DfEE, fEOI5I
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Table 17 Abnormal laboratory findings

Group

Trial A

Trial B Total

Item

CPM

CTM CPM CTM CPM CTM

No. of cases without
abnormal laboratory
findings

No. of cases with
abnormal laboratory
findings

75

69 60 52 135 121

16

No. of cases without
abnormal laboratory
findings

No. of cases with
abnormal laboratory
findings

75
GOT 1

69 60 55 135 124

11

No. of cases without
abnormal laboratory
findings

No. of cases with
abnormal laboratory
findings

75
GPT 1

67 60 55 135 122

13

No. of cases without
abnormal laboratory
findings

No. of cases with
abnormal laboratory
findings

74
Al-P 1

Laboratory findings judged by committee members

69 60 58 134 127

No. of cases without
abnormal laboratory
findings

No. of cases with
abnormal laboratory
findings

59
Eosino-

phil 1

54 49 44 108 98

a) : analysis without program of controller committee

Table 18 Overall safety rating (by Surgeons)

Overall safety rating

No side-
effect

No. of
cases

Mild therapy
could be
continued

Trial | Drug

Therapy could
be continued

Incidence of
side-effects
(%)

Statistical

Interruption analysis

with some
remedies

77
72

CPM
CTM

80
76

0
1

N.S.

- N

CPM
CTM

64
62

61
59

P B

L\

0
1

N.S.

[S20) ) oW o

—

MELHNE O BWHERC S\WTnL, CPM #F 68%
(15/22), CTM B 33% (3/9) T, CPM BB REIcER
T\ 72 (Table 25, 26),
III. *# ®

W75 BIRRIAE 72 & O T ER B E YRR - JEREREH XY
7% CPM OFR: & REME R FBRANCIHIT 5721
CTM %BELTH_EEFHHBEABRYER L1,

@I LT CTM %5@IR LA L LT, CTM
V3. P. aeruginosa, E.faecalis, Bacteroides (Z\IINE %
Lzt fo 77 AR - BB < BTSN

N.S. ! Not significant

#FL, CPM LR UL £ 7 = aRHEFITHY, b
3, A RBBAIARS S TR R PIE 2 &1 B ERRGHEC L
THBIEDH DR €7 = ARPUER & LTERALH
TWBHI &, ¥i, HHREYRED RERBROXBELL
THEDBIRENTWBZ R ENBF LR b,

Fto, BEBOBFCOVTIL, CTM (1A% EREE
B —EEBHERER T Cefazolin 0¥ THEL
BRERENEORTE Y, TORE, LR T U
LBLLDEE LT,

ARG TOREEEIL 282 FiTH B, BRIREL
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Table 19 Overall clinical usefulness judged by surgeons
Completely . . . Rate of N
Trial | Drug I\igéeosf satisfied Satisfied sgggﬁlé’d Unsatisfied | Intolerable Impgsszle usefulness Statxstxc_al
(C) (S) to judge (C+S) (%) analysis
CPM 71 8 35 22 6 61
A N.S
CTM| 71 10 24 25 9 3 48 o
B CPM 55 12 24 12 4 1 2 65 72=2.696""
CTM 53 6 17 12 16 2 43 C+S: x?=4.45"
Z:U-test, x*: x" test, * : P<0.05, **:P-0.01, N.S.: Not significant
Table 20 Clinical usefulness and final clinical improvement judged by surgeons
(Analyzed for Controller Committee Method)
‘ ‘ ! , v . Rate of .
Trial | Drug No. of Completel) Satisfied Fa,“-l} Unsatisfied | Intolerable Imessxb]e usefulness S,ta“s{vl‘.:al
" cases | satisfied satisfied to judge (%) analysis
—_ o
o L
g £ CcPM ‘ 80 56
2Z| a 8 37 26 7 0 2 NS,
o ¢ JCT,\I; 76 10 26 27 0 4 47
lcpa| 64 13 27 14 4 1 5 63
B Z=2.544"
CTM 62 8 20 14 17 0 3 45
. . wni.| Rate of S
Tria! | Drug No. of I'\Iarkefjl> Improved |. Fairly Unchanged | Aggravated Imp(.)SS]blt improvement StatIStlc.fll
=g cases | improved improved to judge %) analysis
29 ’
£ A |CPM| 80 32 28 12 6 2 0 75 NS
) CTM| 76 24 31 12 9 0 0 72 o
< !
"‘"g B CPM 64 25 24 6 5 2 2 77 NS
CTM 62 26 11 12 5 0 60 o
. Completely satisfied + Satisfied
Rate of usefulness : -
No. of cases
. . Markedly improved+Improved
Rate of improvement :
No. of cases
Z : U-test, * : P<0.05, N.S.: Not significant
Table 21 Bacteriological efficacy classified by susceptibility of organisms to CTM®
Bacteriological efficacy Eradication -
Trial | Organism | Drug No. 'of~ rate Statlst'lc_al
atrains | Eradicated | Decreased t Unchanged (%) analysis
suc'f;\gble CcPM | 32 21 3 ’ 8 66 s
sceptll LD,
o |_oganism CTM | 71 21 3 15 59
CTM | cpm | 47 33 1 13 70
resistant N.S
organism | CTM | 64 42 7 15 66
SUSCTQ_IM CPM | 34 26 2 6 77 NS
ceptible .S.
5 organism | CTM 29 19 3 7 66
CTM T cpm | 48 38 1 9 79 xi=5.21°
resistant ™ .
organism kc 3 39 21 4 14 54 Z=2.357

ESSHRUTERS ORI & b 32 Gkt & s

7 U-test, x%: x* test, * 1 P<0.05, N.S.: Not significant

a) : analysis without program of controller committee

FAEABOERATICOVTOR TR, ARk

b, EERAEOMITAEOUT 250 I (CPM BE126 6,  Tit, &MRET CREMBRICE 79— &
CTM B 124 ) THoT1o

e, BIfER OB Tl h S hic S Ol & RITX &

& LT

L LBrbnLELLNT,
BEICR T, Bk - & KRG I ToBEMBRBSFIH
CPM 2 22 fil, CTM Z£9fl& CTM Bz A 72 <,
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Table 22 Bacteriological efficacy classified by Pseudomonas sp. and Bucteroides sp.
Bacteriological efficac Rate of Statistical
. . | Pseudomonas No. of g 4 eradication(%) analysis
Trial Bacteroides Drug cases | Eradi d Replaced
‘ radicated | pecreased | Unchanged | () | (E) | (E+R)? (E)
CPM 27 14 1 6 6 52 74
Wi | N.S.
thout | g | 26 1 0 10 5 42| 62
A
N 4 54 69
With CPM 26 14 3 5 N.S.
CTM 31 15 3 9 4 48 61
Without CPM 21 15 0 4 2 71 81 Z=2.639"*
tout et s 4 1 4 6 27 | 67 | (E):x?=5.35"
B
CPM 23 11 3 6 3 48 61
N.S.
With CTM 17 6 2 7 2 35 47

Z : U-test, x2: x*-test, * : P<0.05,

a) : analysis without program of controller committee

** . P<0.01, N.S.: Not significant

Table 23 Bacteriological efficacy classified by Pseudomonas sp., Serratia sp., Bacteroides sp. and YLO

Pseudomonas sp. . . Eradication | Statistical
' Serratia sp. No. of Bacteriological efficacy rate (%) analysis
Trial Bacteroides sp Drug cases | Eradicated Replaced
YLO ra(g)a €4 | Decreased | Unchanged e?Ra;:e (E) | (E+R)® (E)
CPM 24 12 1 6 5 50 71
Without N.S.
A fehod CTM | 20 10 0 7 3 50 65 5
CPM 29 16 3 5 5 55 72
Witl N.S.
" CTM | 37 16 3 12 6 43 59 S
CPM 17 12 0 4 1 71 76
Without Z=2.111°
. rHhou CTM | 8 2 1 2 3 25 63 n
With CPM 27 14 3 6 4 52 67 NS,
CTM 24 8 2 9 5 33 54

a) . analysis without program of controller committee

Table 24 Clinical effectiveness judged by
committee members

. i Efficacy
. No. of Exce Effec rate |Statistical
Trial | Drug ~|llent |tive |Poor|, ;
cases . (Ex+Ef)| analysis
(Ex) | (Ef) (%)
CPM | 40 17 16 7 83
A N.S.
CTM| 31 11 11 9 71 s
CPM 25 10 11 4 84
B .S.
CTM| 27 11 5 11 59 NS

N.S. ! Not significant

Except cases of infection by Scrratia, Achromobacter,

Bacteroides, E. faccalis, Pseudomonas.
CTM BEOBIEG 9 FIN S, 7THEV HREIHh, E
coli, Pseudomonas, Bacteroides, Serratia, E.faecalis,
Enterobacter 3 X 08 YLO 34 % h, CTM Bk
WEN S oTe LIchin T, TOXHEEREF»L
CTM i3I G&ETh Tt bR, Lid,
MHEYSE BT BB OV TORKROHE T
13 E.coli, Klebsiella ic & » %L s LuvbhT

Z . U-test, * : P<0.05, N.S.: Not significant

X7, ARBTIE, Zhbo CTM R ATEE 2 L
94t s » fo (Table 13),

bz, CTM WINHE, FEMITE DB RIBE Lk
B, CTM BEETIABBE L L ICHEEARCHEEE
e, CTM JEFIEHE CIEBEIcks\TnZk, CPM
Bt 79% (38/48), CTM Pf 54% (21/39) L HWHL KK
HEENDDH LT (X2, U: P<0.05) (Table 21),

ZDX5z, BEOERAT (HMRY) oOffh 0k
72 6F, MEOBEITo\TEH CTM BRI RF e el
BHotcbdbELbND,

e ABEREIL, AR VLTI CPM HoB 2R
(87%) & CTM BoHHE (77%) LoMchEE0E
i o toe ¥, MIEFMHELEREC X HHME
B IORRERYEEE TLERRER L1 T

—7, Bk \Tit, CPM FEDERHER (85%)
CTM BEOHHER (58%) X hAEREITEV 2, WRAT
R 2R b AR bhicoT, B @Tae
BEDEIALNT, RRAKRICEE S JORRER?
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Table 25 Clinical effectiveness and bacteriological efficacy classified by
type of infection in trial B

Organism - ' -
(type of Drug I\CI:S of Excellent Effective Poor EEC?E/y) Statlistxsgal

4 infection) €s ra ¢ analysis
=
é Monomicrobial | CPM 22 10 10 2 91 NS
S | infection CTM 9 3 2 4 56 o
=
| Polymicrobial | CPM | 22 9 9 ? 4 82 NS
S| infection CTM | 23 5 8 10 57 o
c CPM | 11 5 4 2 )

| Unknown® ; N.S.

| e CT™M | 21 8 5 8 62

| Organism o ‘ L .
Z|  (type of Drug ‘\0[ of Eradicated|Decreased | Unchanged Replaced Eradxcaotl/on StatlSt,lfél
g ; : cases | rate (%) analysis
§ | infection) |
2| Monomicrobial | CPM 22 | 15 0 7 0 68 72 019
&1 infection CTM 9 3 0 4 2 33 ’
="}
< | Polymicrobial | CPM | 22 11 3 3 5 50 NS
&/ infection CTM| 23 7 3 7 6 30
o
3
[oal CPM 11

’ Unknown? CTM 2 \

Z > U-test, * 1 P<0.05, N.S.: Not significant

a) : analysis without program of controller committee

Table 26 Final clinical improvement and clinical usefulness classified by type of infection in trial B

Organism . i . Rate of Statistical
- No. of | Markedly ; Fairly A ted | improvement | StatS ica
5 (pre (.)f Drug cases | improved Improved improved Unchanged | Aggravated | imp (%) analysis
£ infection) |
£ [Monomicro- CPM | 22 11 7 3 1 0 82 s
& | bial .S.
Elinfection |CTM| 9 3 3 2 1 0 67
= Polymicro- |CPM 22 9 7 1 2 73
o
'€ |bial N.S.
S |infection CTM| 23 10 2 3 4 52
g L, lepm| o1 4 5 2 0 82 NS,
e Unknosn™ o] a1 9 4 1 6 1 62
i . Rate of .y
Organism N i I ble Statistical
o. of |Completely . Fairly . mpossi C
(ltype gf Drug cases | satisfied Satisfied catisfied Unsatisfied | Intolerable to judge usef}]l})r;ess analysis
» | infection) 9
17
2| Monomicro- |[CPM | 22 8 7 5 2 0 0 68 NS
Z | bial .S.
§|infection  |CTM| 9 1 2 5 0 0 1 33
= [Polymicro- |CPM | 22 3 11 5 2 1 0 64 s
-2 | bial LS.
& |infection  [CTM| 23 3 8 0 0 18
. CPM 11 1 6 0 0 2 64 N.S.
Unknown™ | omp | gp 2 7 4 7 0 1 43

a) : analysis without program of controller committee
VT, MEABMCAEREOERALDRIgh 1,

¥t ZABRITROZ x 0HEROHE (Fig. ) »
L4h L, BEEMH T CTM HostE RN I -1
»h, FESE, AGMEBHEL  BEIRY XOY AmEREUC RV Tk
CPM B OHERIIFEL T, FRCHR (HIE 0K
EBFET A EELORB) (3H, 5H) LEMKREOH

N.S.: Not significant

#% (3H) TCPM FnER T, T, REEHN
CTM DIEMILE (Serratia, Achromobacter, Bacteroi-
des, Hif, E.faecalis, Pseudomonas) TH HIE G
WTEERSREYRET 5 L, AR, BREEILETE X
Shteh - te (Table 24),

AEFMOBRE T, AFCE VT, WERNL TRE
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Fig.5 Susceptibility of clinical isolates (Trial A)
100p /
90 ‘74
S e
»! Rl //
—z 70k i'/
Z oeor / 8
S o :
5 o0F o
a e
v O%O/g’;g
z 40k o/././
bl .; 7
E 30 0/ /
3 .70 *
201 .?"
Z '
10 ’
s / /
o = (ug/ml)
( | 1 1 1 1 L L 1 1 1 1
Trial{Drug| MIC 10.03]0.05]0.10]0.200.39]0.78]1.56(3.13]6.25/12.5| 25 | 50 |>100|Total|Mark| Statis. test
T X T 31 5 1| 71 7] 9] 5| 8] 4] 6
et 1,50 (6.1)]013.6 [:30.3 40,9 | 51.5] 65.2 72,7 184.81(90.9 | (100)| 66 |# ¥} w0 NS.
R . P T 4] 5| 7] 2z 1| 1] 1] 6] 3] 2 - :
A UMY 5 0] 9.1 |015.2 2120288 [130.4 |1 42.3 | 43,91 45.51147.0))56.1)|(60.6)| (100) | 66 |°—C* @ NS.
: 71 3] 6] 10| 9| 11| 1] 9] 5| 1] 8| - .
101\\1““1 260|640 14,0 | 26.9 | 385 |152.60]170.5 )| 82.1)|188.5)](89.7)] (100) | 78 | K —*| " "k NS.
M T 7 T 5 41 sl 1, 1] 3] 2| 3] 9] 30| -
| 1M 30 000.3019.2 [ 25.8:]20.8 | 37.2 38,5 39.7|143.5 |46 D)(50.0)|61.5)| 100y | 78 ¢ O ¢ NS
analysis without program of controller committee
Fig. 6 SusceptibilityTof clinical isolates (Trial B)
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Fig. 7 Susceptibility of clinical isolates (Trial A), (excepted Pseudomonas
sp., Serratia sp., Bacteroides sp,)
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Fig. 8 Susceptibility of clinical isolates (Trial B), (excepted Pseudomonas sp.,
Serratia sp., Bacteroides sp.)
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EDMBAR LI, BEBICEWTIL, 4% KhrEh
YT\ T4 CPM Bf 68%, CTM I 33% T
CPM BEMVEREIZENR TV oo Bidizsit %, (1) Pseu-
domonas JEREH DOIERNEE TIL, ELAITOEHE &
3 CPM B 58% (22/38), CTM Bf 32% (8/25) Th
~7- (Table 12), (2) Pseudomonas |&3s X % Bacter-
oides BHEMBIORBRIGEAT TIXME LFITO B #H K R
CPM B 71% (15/21), CTM £f 279% (4/15) TH 1=
. (Table 22), (3) Pseudomonas J&, Serratia %, Bac-
teroides J&, FHOHMRIEHIMK TILE LAITOEHEY
4®3 CPM B¢ 71% (12/17), CTM £ 25% (2/8) T
# -t (Table 23),

Tiebhb, BgicksuTiy, (1), (2) I (3)
EEPBE LR, WThick W TbHFEIFITIER
NI, ELPITIIAEEIZ CPM B CTM B X v i
NICHERTH - 15

DT EN, HEFHIBFCRVCTENED D RIE
HO—2LEX LD,

¥, ARBRCKET S BHEEO S b, MIC 2RE L
724 Do WTD MIC 4 #i (Fig.5~8) & & % &,
CPM, CTM izxt3 % MIC HAic i smic iz — v
n&Ebh, Tichb, £2BEEEYEDiflo MIC 451
(Fig.5,6) &, Pseudomonas &, Serratia &, Bacter-
oides By JOEHE ¥\ 7=flo MIC /15 (Fig.7,8)
L, 1.56 pg/ml (35 CARE, BELY CPM & CTM
» MIC fHfisadfez LTuto, Z i, MIC 5 fis b &
5E& CTM (MERE TR b0 b H 5, CTM it
DEEE>TUVALDES NI EERLTWAEEZD
N,

PED X5 icat2fire - 1o/ 8, AR TR CPM &
CTM B ZDBHREITH VT, RIFA%EEE 2 b i,
BEWCR T, REERKDES JUME ¥ 1 %) i
CPM pi: b icERICHER Lis-> Tuicn, ThidlR
RFontcX b, Tibb, BEEEFTCTM DEF
rEEE S -t bz, CTM JERZFUEBB NS
F N A7 FHIEEN T CTM @ TFlfs & H - 1ot
HEEz bR,

T DT EYE T, RAEOHE W B 8 7 A
PEERNE F L OCHEFHIN R ME AT 2 EH o

FEB. 1986

MIC 23 Lb—F Lic\C b H D, T, HAEY
B X BHBETIE, EHIC X 22RUM b TR,
FMHIMEL, FHORBILL DI F I LERANEKRGE
B RE 2 B EEL LR,

BIfEMFBUAE (CPM F¥54)-3%, CTM B 36.
2%) OB EAFBICEREOE L1,
FERB A RE OO RBUAE b X UBEIC O WL TILHEA
THEUTH - 1

PlEDz &2e, CPM 3T #RERYAE D BRI LT
BEhi-FRAMLR S LD EEZ BRI,

X ik

1) KATO,M.; M.INOUE & S. MITSUHASHI: An-
tibacterial activities of SM-1652 compared with
those of other broad-spectrum cephalospo-
rins : Antimicrob. Agents & Chemotherapy
22 :721~727, 1982

2) dllE—, ML &, BRHAEFX MBEET £
BI—, SEPEE, SRFEZ, TFABE:
Cefpiramide (SM-1652) o KA KT 5%
BB, Chemotherapy 31 (S-1) : 144~157,
1982

3) & 29 HARL¥REFLAARLTRS, FF
vuHUw AT, SM-1652, 1981, &

4 NHRE, i PREBREE T T 5 Cefpira-
mide (SM-1652) & Cefmetazole & ® “HE
BB R RBR AU, Y IE ¥4 5% 57(7) 587
~629, 1983

5) GEREEKR, fil: EAEERBEEE T T 5 Cef
piramide (SM-1652) & Cefmetazole LD _E
BB R RS, R B E ¥ M 3k 57(8):
695~723, 1983

6) TAHER, fi: RIEE KT 2214 EHEREE
WHEw S+ 5 Cefpiramide (SM-1652) & Cef-
sulodin DZEERKIC L BRI RO L#E, UR
BB E 29(9) : 1147~1188, 1983

7 BAREFES: BRTEE (MIC) MERFY
£Tw 2\ T, Chemotherapy 29(1) : 76~79,
1981

8) EIPIRAHF, i ¢ AT HRERAE T T B Cefotiam
(SCE-963) & Cefazolin o H# 3B, Chemo
therapy 27(S-3) : 472~491, 1979

9 MBI, &IEX BN A, K RBfE: AR
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Yosuimasa Mivauchi, Takenisa Hiraoka, Tosuitapa OHKUMA
and Hipenosu Sapa
First Department of Surgery, School of Medicine,

Kumamoto University

Masanosu Akaclt, Satosut Iker and Kunio Itecami
Second Department of Surgery, School of Medicine,

Kumamoto University

A double blind group comparative study was performed to ascertain efficacy and safety of cefpiramide
(CPM) as compared with cefotiam (CTM) in treatment of postoperative wound infections (Trial A),
postoperative infections in the abdominal cavity and dead space (Trial B).

Either of the drugs was administrated by intravenous drip infusion at 1g twice a day, and the
following results were obtained.

1. There was no significant difference in the patient characteristics between the CPM and the
CTM groups in the Trial A. In the Trial B, however, in the type of bacterial infection, there was
more cases of monobacterial infection in the CPM group than in the CTM group, even though there
was no significant differences in the other backgrounds.

2. Clinical efficacy rates were 87% (62/71) in the CPM group and 77% (55/71) in the CTM group
in Trial A, and 85% (47/55) in the CPM group and 58% (31/53) in the CTM group in Trial B. In
Trial B, the statistical analysis showed significantly higher result in the CPM group than that in the
CTM group by x2-test and U-test.

3. Final overall improvement rates were 79% (56/71) in the CPM group and 72% (51/71) in the
CTM group in Trial A. In Trial B, they were 78% (43/55) and 58% (31/53) for the CPM and CTM
group, respectively. In Trial B, this result was significantly higher in the CPM group than in the
CTM group by x*-test.

1. As for bacteriological efficacy, the eradicated rates of clinical isolates were 53% (28/53) and
46% (26/57) in the CPM and CTM group in Trial A, respectively. In Trial B, the eradication rates
were 59% (26/44) and 38% (10/32) in the CPM and the CTM group, respectively. The eradication
rate in the CPM group was significantly higher than that in the CTM group by x%-test in Trial B.

5. Side effects were noted in 5 cases (3%) of CPM group and 3 cases (2%) of CTM group, and
7 of them were allergic except for a case of diarrhea. Abnormal laboratory findings were noted in
7 cases (5%) of CPM group and 16 cases (12%) of CTM group, and most of them were those as
hepatic dysfunction. Significant differences were not observed between the two drugs, either in kind
of side effect, or frequency of abnormal laboratory findings.

6. On clinical usefulness, there were no significant difference in the CPM and the CTM group in
Trial A. In Trial B, the rate of usefulness in the CPM group was significantly higher than that
in the CTM group by x?-test and U-test.

7. When clinical efficacy, final overall improvement, bacteriological effect and clinical usefulness
were stratified by the type of bacterial infection in Trial B, only bacteriological effect of CPM (68%)
in the monomicrobial infection was significantly superior to that of CTM (33%).

As a result, it was concluded that CPM was useful for the treatment of postoperative infections.



