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Table 1-1 Institutes and participating surgeons

Institutes

Surgeons

“Second Department of Surgery, School of Medicine,
Hirosaki University -

Second Department of Surgery, School of Medicine,
Akita University

Department of Surgery, Akita Red Cross Hospital
First Department of Surgery, Iwate Medical College
Department of Surgery, Morioka Red Cross Hospital

First Department of Surgery, School of Medicine,
Tohoku University

Department of Surgery, Tohoku Kosei Nenkin Hospital
Department of Surgery, Tsurugaya Open Hospital
Department of Surgery, Miyagi Second Hospital
Department of Surgery, National Sendai Hospital

First Departme;lt Surgery, Fukushima Medical College
Department of Surgery, Aizu General Hospital
Department of Surgery, Fujita General Hospital
Department of Surgery, Iwase Public Hospital

First Department of Surgery, Dokkyo Medical College

ﬁepaﬂment of Surgery, Ashikaga Red Cross Hospital
Department of Surgery, Haga Red Cross Hospital

Department of Surgery, Sano Kosei General Hospital
Department of Surgery, Otawara Red Cross Hospital

Department of Surgery, Saitama Central Hospital of
Social Insurance Medicine

Second Department of Surgery, National Defence
Medical College

First Department of Surgery, Saitama Medical College

First Department of Surgery, School of Medicine,
Tokyo University

Department of Surgery, Tokyo Koseinenkin Hospital
Department of Surgery, Omori Red Cross Hospital
Department of Surgery, Kanto Rosai Hospital

Department of Surgery, National Medical Center
Hospital

-Department of Surgery, Sanraku Hospital

Department of Surgery, Ibaraki prefectural Central
Hospital

'Department of Surgery, Gunma Central General
Hospital of Social Insurance Medicine

Department of Surgery, Yaizu Municipal General
Hospital

‘Department of Surgery, Kyoritsu Kanbara General
Hospital

Department of Surgery, School of Medicine,
»KBIO University

"Third Department of Surgery, School of Medicine,
Nihon University

Keiichi Oho, Masanori Ozawa

Shichisaburo. Abo, Hiroshi Hirano, Kokumei. Yen,
Masaaki Nakamura

Yukio Takano

Shozo Mori, Kazutoshi Saito, Morimitsu Mori
Takao Kawamura, Hitoshi Iijima, Toshihito Chokan
Toshio Sato., Yasuo Owada

Tsuyohiko Honda, Hideki Miyagawa, Nansho Egawa
Tadashi Yamazaki, Seiichi Ishi, Kazunori Takeda
Isao Muto »
Yasuo Kunii, V’I‘akashi Hirayama

Ryoichi Motoki, Mitsuo Shoji

Jyun Chiba

Minoru Harada, Yukun Suzuki

Akira Hata

Shigemitsu Shida, Shoichi Ikeguchi, Tsuneaki Tani,
Manabu Koshizuka

Yoshikazu Uematsu, Kiyoshi Kikuchi, Eiji Kurihara
Tomonobu Ogiwara

Keiji Nara

Keishird Koizumi, Seijiro Okuzawa, Jyunichi Matsui
Eiichi Shiina, Mitsuaki Tan

Toshiro Ogata, Susumu Tanaka, Yutaka Yoshizumi,
Shingo Shima, Katsuishi Kase, Futoshi Wakamatsu

Ryozo Omoto, Minoru Sukigara, Norio Sonoda

Takahiko Morioka, Tetsuichiro Muto, Chiyuki Watanabe,
Hideo Nagai, Takeyuki Hiramatsu

Toshi Yamamoto, Jyun Ishimaru
Tomio Konishi

Yorihiro Kobayashi, Tetsuro Mizuta, Arishige Sugiura,
Yasuyuki Seto
Hideharu Adachi

Yoshiyasu Kiribuchi, Yoshimitsu Horanokuchi

Sumihiko Koizumi, Kuniaki Fujieda, Osamu Tominaga
Haruo Nakano, Isao Ishikawa, Isamu Aizawa

Jiro Tomiyama, Toshihiko Kobayashi, Masayuki
Uchiyama

Makoto Danno, Yasuhiko Umehara

Kyuya Ishibiki, Naoki Aikawa, Hitoshi Katai

Takashi Sakabe, Shigetomi Iwai, Masahiko Kunimatsu
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Table 1-2 Institutes and participating surgeons

Institutes

———,

Surgeons

First Department of Surgery, School of Medicine,
Teikyo University

Department of Surgery, Tokyo Women’s Medical
College, Daini Hospital

Department of Surgery, Kitasato Institute Hospital
Department of Surgery, Saiseikai Central Hospital

Department of Gastroenterological Surgery
Tokyo Women's Medical College, Gastroenterology
Center

Second Department of Surgery, National Okura
Hospital

Department of Surgery, Nihon Kokan Hospital
Department of Surgery, Keiyu General Hospital

First Department of Surgery, School of Medicine,
Kyorin University

Second Department of Surgery, School of Medicine,
Kyorin University

Department of Surgery, Tokyo Dental College
Department of Surgery, Kawasaki Municipal Hospital

Department of Surgery, Kawasaki Municipal Ida
Hospital

Department of Surgery, Saiseikai Kanagawaken
Hospital

Department of Surgery, School of Medicine, Tokai
University

Department of Surgery, Yamanashi Prefectural Central
Hospital

First Department of Surgery, School of Medicine,
Sinsyu University

First Department of Surgery, School of Medicine
Nagoya City University

Department of Surgery, National Hamamatsu Hospital

Department of Surgery, Kakegawa Municipal General
Hospital

Department of Surgery, Morimachi Public Hospital
Department of Surgery, Nagoya City Kouseiin Hospital
Department of Surgery, Rinko Hospital
Department of Surgery, Tokai Teishin Hospital
Department of Surgery, Midori Municipal Hospital
Department of Surgery, Asuke Hospital
Department of Surgery, Kariya General Hospital
Department of Surgery, Chita Kosei Hospital
Department of Surgery, Bisai Hospital

Department of Surgery, Tazimi Municipal Hospital
Department of Surgery, Inabe Kosei Hospital
Department of Surgery, Komono Kosei Hospital

Second Department of Surgery, School of Medicine,
Kyoto University

Jyunichi Shikata, Sadaaki Miyagawa, Kenichi Kidooka
Noburu Sakakibara, Yoichi Otani, Takao Katsube

Eiji Kawamura, Tetsuro Kubota
Takashi Mimura, Genichi Hamana

Fujio Hanyu, Toshiaki Nakasako, Toshihide Imaizumi,
Yasuhiko Fukushima

Toshiyoshi Utsunomiya, Katsumi Sasaki, Takashi Bessho,
Hidetane Ohnishi, Nobuhiko Nishino, Shingo Inoue

Yorio Nakagawa, Hitomi Miyoshi
Mamoru Watanabe, Mitsuhiro Ikoma
Isao Tachikawa, Masaki Kitajima, Akikuni Yagida

Kinichi Nabeya, Kimio Onozawa, Shigen Ri

Shigetsugu Kato, Shigeo Ono
Toshiaki Saito, Yuji Hanatani

Yoshinari Yamada, Makoto Katagiri, Shigeru Masamura,
Shotaro Sadaoka

Shuzo Yamamoto
Toshio Mitomi, Hisao Nakasaki
Susumu Takamura, Hiroshi Izumi

Shiro Hayashi, Tomoyuki Shiga, Keiji Nishimaki,
Tohru Noguchi

Jiro Yura, Nagao Shinagawa, Shu Ishikawa, Akio Koube,
Akira Mizuno, Yasuhiro Kamiya, Akira Mishima,
Masahide Ando

Hideya Okada, Miki Kanamori
Akitoshi Ito, Hideo Kato

Ikuro Fukumoto, Sumitaka Shibata
Yoshimasa Tachi

Katsuhiko Tanabe

Osamu Yoshimi, Masaaki Taniguchi
Susumu Watanabe

Tomokatsu Fukuhara

Hikozo Kotani, Ken Okubo

Akihiko Iwai, Shingo Kurahashi
Syoji Kimura, Kazuya Suzuki
Tadao Ito

Akio Inugai, Keiji Matsugaki
Osamu Sakakibara, Yasunobu Shimizu

Hiroshi Tanimura
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Table 1-3 Institutes and participating surgeons

Institutes

Surgeons

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

First Department of Surgery, School of Medicine,
Okayama University

Department of Surgery, Bizen Municipal Hospital
Department of Surgery, Mihara Red Cross Hospital
Department of Surgery, National Iwakuni Hospital
Department of Surgery, Kosei General Hospital
Department of Surgery, Matsuyama Shimin Hospital
Department of Surgery, Matsuyama Saiseikai Hospital
Department of Surgery, Imabari Saiseikai Hospital
Department of Surgery, Saijo Saiseikai Hospital
Department of Surgery, Syuso Public Hospital
Department of Surgery, Jyuzen General Hospital

First Department of Surgery, School of Medicine,
Hiroshima University

First Department of Surgery, School of Medicine,
Yamaguchi University

Department of Surgery, Saiseikai Yamaguchi
General Hospital

Department of Surgery, Tokuyama Central Hospital of
Social Insurance Medicine

Department of Surgery, Yamaguchi Prefectural Hospital
Department of Surgery, Onoda Municipal Hospital
Department of Surgery, Yamaguchi Rosai Hospital
Department of Surgery, Syutoh General Hospital
Department of Surgery, Nagato General Hospital

- First Department of Surgery, School of Medicine,
© Tottori University

Second Department of Surgery, Shimane Medical College

First Department of Surgery, School of Medicine,
Fukuoka University

Katsuji Sakai, Takami Ueda

Kunzo Orita, Sadanori Fuchimoto

Kiyoshi Ogawa

Takao Fujii

Eiji Konaga, Hitoshi Takeuchi, Takenori Kawamura
Yasuo Nanba

Nobuhiro Miyata

Toshio Kawasaki

Tatsuo Kurokawa

Kensuke Tsunemitsu

Takeshi Matsui

Shinichiro Matsuo, Yasuhisa Okamoto
Takashi Yokoyama, Takashi Kodama

Hitoshi Mohri, Kensuke Esato, Koichi Ueki,
Kentaro Fujioka

Tatsuro Oda

Kinichiro Tatebayashi, Hiroshi Miyashita

Hiroshi Hongo, Kiyoshi Nakayasu, Hidetaka Shinagawa
Katsuyuki Yamashita

Youichi Tamura, Yasuo Nakahara

Toshihiro Kaneyuki, Tomoaki Morita

Yasuhiro Fujii, Sumihiko Nawada

Narimasa Koga, Okitsugu Nishimura

Teruhisa Nakamura, Akira Yaita, Hitoshi Kohno

Hidehiko Shimura, Hiroshi Yamamoto
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Table 2 Standard criteria for assessment of clinical effect by committee

Wound infection
Dead space infection

Abdominal cavity infection
Biliary tract infection

1) Fever

2) Discharge
3) Redness

4) Swelling

5) Pain

Target findings

6) Local heat
7) Induration

1) Fever

2) Muscular defense
3) Tenderness

4) Distension

5) Discharge

Good
Fair

Criteria

Poor

Excellent : 2/3 or more of the initial symptoms disappear within 4 days, WBC returns
to normal, CRP and ESR improve at end of treatment.

:1/2 or more of the initial symptoms disappear within 7 days.

1 1/2 or more of the initial symptoms disappear within 10 days.

. Case other than Excellent, Good or Fair one.

OEvaluation of fever and WBC data
Fever : +=38C=
+=37Cs,

—=<37C

<38C

WBC : normal : <8,000

OIf the WBC at end of treatment is not available, the judgement is to be made without WBC.
0"2/3 or more” indicates not less than 5 out of 7 findings, 4 of 6, 4 of 5, 3 of 4, 2 of 3.

2 of 2, and one of one.

0"1/2 or more” indicates not less than 4 out of 7 findings, 3 of 6, 3 of 5, 2 of 4, 2 of 3.

one of 2, and one of one.
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-

Table 3 Case distribution

Effectiveness

Total No.
of cases
L-105 132
CTM 131
Total 263
. Laboratory
findings

Clinical
utility

Ft, BREOBFAKY, ER FTROFERE B
fER S XOBKRREERERBRORE L & 2R A
WL, EFRCHE WME 3 IEE AR FEHC
it X e\ 5 B R X OHIEREED 6 X4 THIE Lic,

10. B

HERBLS IR WTHRIAINRE L T 0 KE, BRH
E, Retic L MR Shick, EMABEOR
FEILIRAREREUENEE D, HERTRLOHE
ABCOVWTERERBBEOREREDTHREBIK, £F
—s2%EEL, 2avir—F—12Xha—FaHEH
1o

1. 5 — 2 OfEFTLE

FIEFADORAERLZRFHS SOCHEREL KT 5
TBHEECESWT, F— 22— FEEHE, YREF E
R, MROKREE, BRYHR, HEFHHE, EAL
E oW TR LTco

k No. of cases
evaluated
Side effects

L-105 112

No. of cases —— CTM 109
evaluated Total 221
L-105 20

No. of cases — CTM 22
excluded Total 42
L-105 132

CTM 131

Total 263

L-105 0

No. of cases CTM 0
excluded Total 0
L-1056 117

No. of cases CTM 119
evaluated Total 236
L-105 15

No. of cases CTM 12
excluded Total 27
L-105 113

No. of cases CTM 110
evaluated Total 223
L-105 19

No. of cases CTM 21
excluded Total 40

FRHTIIA 2 DIRE OME & It U T, Mann-Warms
DUKRSE, X2 5, FiscHEr DEEERERES, lograk
BRERET X » T~ T e RBRETRREL L
BEKEY 5% & L1,

II. &8 B8 K &

A HEERBRIC BT, L-105 % %\ ik CTM Aise
RIERASNT 263 #] (L-105 132 4, CTM 131}
Th-te (Table 3), HEHUEERLSIIWT, hb
263 fijrh 42 ) (L-105 20 @, CTM 22 fl) %k
RO GBS Lo

FRMTRSMONE, B EBRMARTIC T Tl AR ERERS
R 2%SnHFET BB L L, Bl
CENLERNRE LB A R BiTE L% Lo Th
B, BRAGIHERERRT b5 B0 8% 5 11 f, MAFE
ol B, EREEER1H, einalnt
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Table 4 - Cases for exclusion

Reason for exclusion L-105 CTM
‘ Prophylactic use 4 7

Case with stomal leakage 2 2
Case with intestinal fistula 0 1
Case with serious underlying disease 1 0
Disease out of object 1 2
Other 1 1
Concomitant therapy error 3 2
CTM was administered prior to the trial 1 0
Disease out of object, concomitant therapy error 1 0
Disease out of object, withdrawal of administration 0 1
within 3 days, case with serious underlying disease
-Concomitant therapy error, withdrawal of administration 1 0
within 3 days, case with serious underlying disease
Disease out of object, withdrawal administration within 0 1
3days
Case with stomal leakage withdrawal of administration 0 1
within 3days
Case with stomal leakage, case with serious underlying 1 0
disease
Case with stomal leakage, concomitant therapy error 1 0

Total 17 18

Table 5 Cases for dropout

Reason for exclusion L-105 CTM

Case with intestinal fistula 0 1
Concomitant therapy error 0 2
Administration dose error 1 0
Withdrawal of administration within 3 days 1 0
Administration dose error, concomitant therapy error 0 1
Case with stomal leakage, withdrawal of administration
within 3 days 1 0

Total 3 4

SRRSO, CTM Biizs 1 0, K& - BHRER 14,

10l, #ETL - -BEBETELH D

749

il TH

SO BERBORE - EREEER 101, HUERR -
SRBTR - EREEES 1 0, NEHESE - 250
TR, HETL - HERETR LA, BETE -
BEEER 10, MATL - GERR L0, *ofh2
A 35 I THot (Table 4), F BHEONL, B5H
BBERRE L b0 10, BHERR 2 0, BER
10, BEERTRIG, H5RER- 6 ER

(Table 5),

B ORI - BESIE B W 7o 221 @) (L-105 112
7, CTM 109 i) *FERIRZEMTHLE L, EHRED
BRI SREIERC L - TREWSEERE) L
fe2 & 7z 228 f) (L-105 113 7, CTM 110 f)
& U TR EFIBERE O B BRE 21T » oo IR RERAL - Bt
HRICIAEARBCEREZIRD bhich - e,
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Table 6-1 Patient characteristics

Statistical
Characteristics L-105 | CTM analysis
(U, x® or FisceEr)
Wound infections 67 66
Others R 45 43
i Intraabdominal infections 26 28 NS
Infection Dead space infections 15 12 -
Biliary tract inféctions : 3 1
Others . 1 2
Male 69 66
Sex Female 43 43
~19 2 2
20~29 3 4
30~39 8 10
Age (yr.) §g~gg ;f ;2 P<0.05*
60~69 31 24
70~79 28 17
80~ 6 6
~49 47 40
Body weight (kg) | 50~59 35 46 N.S.
60~69 30 23
None 46 42
Underlying disease Yes cancer 58 54 N.S.
other than cancer 8 13
Esophagus, Stomach, Duodenum 24 22 - -
Small intestine 9 3
Cecum, Colon 13 16
Site of surgery Appendix 12 10 N.S.
Rectum 18 19
Liver, Biliary tract, Pancreas 19 24
Others 17 15
Upper abdomen 41 48 -
Lower abdomen ’ 43 36
Site of infection Perineo anal 16 13 N.S.
Wound with drain tube 0 1
Others 12 11
Superficial 25 24
Tunica muscularis 26 36
. . Deep wall 16 6
Depth of infections Abdominal cavity % 28 N.S.
Dead space 15 12
Other 4 3
Qn?et day of 0~7 50 40
(I\}z.eg;ug;ys after 8§~14 34 31 NS.
operation) 15~ 28 38
Start of treatment ~7 87 83
(No. of days after | 8 ~14 12 18 N.S.
onset day 15~ 13 8
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Table 6-2 Patient characteristics (continued)

Statistical
Characteristics L-105 | CTM analysis
! (U, %* of FischEr)
None 35 31
Yes 77 78 NS.
Incision None 64 57
Yes Before trial 46 50 N.S.
During trial 2 2
Combined surgical | Puncture None 105 103
procedures Yes Before trial 7 6 N.S.
During trial 0 0
Other  None 84 81
Yes Before trial 25 22 NS
During trial 1 4 -
Before+During 2 2
Chemotherapeutics
prior to the Not used 18 17 N.S.
trial Used 94 92
Single infection 36 39
Clinical isolates Mixed infection 61 49 N.S.
Unknown 15 21

Fig.1 Time course of overall clinical improvement judged by surgeons

Drug Statistical
Days | (No. of cases) analysis
60 40 20 0 20 4‘0 60 8.0 IQO ( U Fischier
4 L-105 1111) % 10.5) .
CTN 1107) (43.9) N.S. NS.
All cases 7 1.-105 196)
CTN (88) N.S N.S.
10| L-105 72 . i
CTN 65 N.S N.S.
4 1L-105 (66) (43.9) NS NS,
CTM 66) (47.0)
Wound R -
infection 7| L-105 758 IWM\EE (74.1) s NS
CTM 36) 282677 (67.9) N. NS
10 1.-105 (42) e .
CTM (42) N.S. N.S.
s L-105 (45) (35.6) NS, NS
CTM 41) (39.0)
Others 7| L-105 38) A 65-8) NS NS
CTM (32) NNEsBEE 700/ N\NINN == (56.3) e >
|
10 L-105 (30) I3 6 AN\ SN s—ro] (70.0) NS NS
CTM (23) WA AN = (56.5) ~ e
1

B Markedly improved
B Unchanged

Improved
D Aggravated

Fairly improved
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Table 7 Distribution of clinical isolates

Clinical isolates L-105 | CTM | Statistical analysis (x°)
Staphylococcus spp. 12 16
S. aureus 8 7
S. epidermidis 0 2
N.S.
GP Streptococcus spp. 2 2
Enterococcus spp. 12 4
Other GP 0 1
. E. coli 3 0
Single Enterobacter spp. 4 2
infection L .
GN Citrobacter spp. 1 1 NS.
Proteus spp. 1 2
Pseudomonas spp. 2 1
Other GN 1 3
Bacteroides spp. 3 6
N.S.
ANB Other ANB 1 1
Sub total 42 39
GP +GP 6 11
GN +GN 5 5
GP +GN 20 11
ANB+ANB 2 3 N.S.
GP +ANB 5 3
GN +ANB 5 9
GP +GN +ANB 10 5
Staphylococcus spp. 17 22
S. aureus 5 8
S. epidermidis 1 0
cP Streptococcus Spp. 16 7 NS.
Mixed Enterococcus spp. 20 18
infection Other GP 5 4
E. coli 16 5
Klebsiella spp. 9 6
Enterobacter spp. 8 9
Citrobacter spp. 2 2
GN
. Proteus spp. 1 5 N.S.
M. morganii 5 0
Pseudomonas spp. 11 9
Other GN 2 4
Bacteroides spp. 18 20
ANB
Other ANB 8 10 NS.
Sub total 138 121
Total 180 160 N.S.
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Table 8 Initial severity of clinical findings
Severity isti i
Clinical finding Drug Statistical analysis
+ 4 — U-test
. L-105 26 47 39
Fever CTM 25 51 33 NS.
* L-105 23 23 22
WBC CTM 18 20 27 NS.
L-105 2 6 77
Muscular defense CTM 3 8 78 N.S.
L-105 10 30 48
Tenderness CTM 13 a8 2 N.S.
. . L-105 3 9 71
Distension CTM 4 14 &7 N.S.
. L-105 51 55 5
Discharge CTM p 53 6 N.S.
L-105 24 52 25
Redness CTM 25 58 19 NS.
. L-105 17 35 43 .
Swelling CTM 19 49 29 N.S
L-105 10 55 35 »
i <0.
Pain CTM 20 55 21 P <0.05
L-105 7 39 47 M
Local heat CTM 13 a“ 32 P <0.05
. L-105 10 22 60
Induration CTM 13 23 48 NS.
* L-105 13 13 6
CRP CTM 21 13 5 NS.
P L-105 13 11 2
ESR™ (1% CTM 16 15 3 NS.
* Grade of the severity of Fever, WBC, CRP and ESR.
Fever: +=38°C= CRP: + =1 or 4.8<
+=37°C< <38°C +=+~+ or 0.8<, =4.8
—=37°C> —=—~= or =0.8
WBC : +=12,000= ESR: =50
+=8,000=, <12,000 +=ml10<, <50, f 15<, <50
—=8,000> —=m=10, <15
Table 9 Overall clinical effectiveness judged by committee
No. of Overall clinical effectiveness Effectiveness Statistin{*al
Drug 0. 0 rate (%) analysis
€@%¢ | Excellent | Good Fair Poor (E+G) | U-test | 2’-test
L-105 112 35 56 4 17 81.3 .
N.S. N.S.
Total | e | 100 33 49 11 16 75.2
Wound L-105 67 28 32 1 6 89.6 NS NS.
infection | CTM 66 24 35 4 3 89.4 -
L-105 45 7 24 3 11 68.9
NS N.S.
Others | 03 9 14 7 13 53.5
E: Excellent, G:Good.
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Table 10 Bacteriological effectiveness judged by committee
No. of Bacteriological effectiveness Eradication | Statistica|
0.0 .
Drug Partiall rate analysis
cases | Eradicated er:di:\t: d Unchanged | Replaced | Increased | Unknown (%) (E) Fischtg
L-105 | 112 48 6 4 12 6 (36) 63.2
NS.
Total ) orn | 109 39 5 15 14 0 (36) 53.4
Wound L-105 67 33 4 3 7 2 (18) 67.3 NS
infection | CTM 66 29 2 8 8 0 (19) 61.7 e
L-105 45 15 2 1 5 4 (18) 55.6
- NS.
Others | o1y | a3 10 3 7 6 0 (17) 38.5 .
Table 11 Final overall clinical improvement judged by surgeons
No. of Final overall clinical improvement Improx’ehent Statistical
INO. O .
Drug Markedly Fairly rate (%) analysis
Cases .
improved Improved improved Unchanged | Aggravated (M+1) Untest | From
L-105 112 46 4 11 9 2 80.4
T S,
otal CTM | 109 38 2 19 6 4 73.4 NS | NS
Wound L-105 67 30 30 2 1 89.6 NS NS
infection | CTM 66 28 30 1 0 87.9 o -
L-105 45 16 14 7 1 66.7
Others | o1y | 43 10 12 5 4 51.2 NSNS
M : Markedly improved, I:Improved.

SIfE R oET 263 GBI TR & Lics:, EIfE
R XbTHEREARRE (6 vial ki) LigoTc4EF
FHETRE L L, BRREERE OHRFCOVTIL
BER, WEHO—FE XA OREN IR Tt
Wy, HAHVIEE IR TWTLIREERB ORBXS D
TR TWh i Ed], FlR5EEOREMBEL LT
RATER 27 OI, BRRREBREOEBINE,L
B Utco L7chioT, 236 GIaiisigs Lichs, #
ER¥AR (6 vial Rilf) &g - 4 EGNTHERRE &
Lo

1. WEHHMOZHME R

1) NBEFOBERAETF

BEFPHMOELERAFODM% Table6 D1~ 2
iR L1co L-105 iz CTM B X v BERE (60 &I
) WEBELEDLRUME, FREAFOSHIT
HMEABCEREIRD LR, -1,

2) BRBHEOD

BRI GBI B EGIOFRED S AR S il
D4k Table? iRk Lic, HMHBE DS @ LT,
TEABERCEILED D Rieh - 1,

3) EFREMATOER, MR, EEES
LHER (BEAR, ALY, CRP, KikfE), K

MR (FHEprge, HEfm, B s X OREmA G
B %K BIR &E 28 T ofb5hpicE
EEDH#i% Table8 TR Lo

BEA Ricksid 5%, ST CTM #at L-16§
XD HEFETRRH - Tuiehs (P<L0.05), Z0fd
FER, TR T R CEEHBEECEE0EXTDOM
o to )

2. AR
D BERBHR

HEHIERE RS X BRGSO ERERY Tabk!
R Lo -

L-105 B Cix Z %) 35 @i (31.3%), K 5 H
(50.0%), 2%y 4 Bl (3.5%), &% 17 § (1520
THBLULEOBEDR WUTF MEmR] L23) sl
THh, —F CTM BE-T3%% 33 £ (30.3%), #
49 (| (44.9%), oK% 11 f] (10.1%), &3 168
(14.7%) THBEIL 75.2% TH - tor TRHHIAE
ERRDLRIeh -1,

ST O B AR & PR & X 1 & B X oo
BRRECHT TR TS &, ARG, LI6R
CTM BOEMRIZENER 80.6%, 89.4% L2
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Fig.2 Time course of elimination rates in clinical finding (All cases)

Fever
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LFEGID S BIRER B\ o T DAL D AT RESE T,

105 B L CTM HOAEHRIIThLh 68.9%, 53.5
THbh, L-105 FxEERicE\ T CTM F % 15.4

BBl feR, FREQRRDLRILA TS,

2) HEFERIHR

HRHUEEELITY 2 HEFDROH ERBR %
ble 10 i7® Lo

--105 BETIX K 48 £ (63.2 %), #a#H%K 6 B
9%, HHAB (5.2%), BN 12 f] (15.8%),
medl (7.9%) TARBELIL 36 AITHYH, FIELX
ERiCx T a4 kRT 63.2% Thotco CTM T
4% 39 I (53.4%), WMAWK5H (6.8%), #iHt

o---o C:CTM

Loglank test : N.S.

15 £ (20.5%), Bz 14 (71(19.2%), #NO0 Fl, A8
36 GITHhH, MERIL 53.4% TH- 1 nt MEXEI%D
Reh W THEFIBCEEZERRD bhith -1,

BIREG & T oD MIRREPIET T THE LIc /&
i, AURYT L-105 $E L CTM BHoOEARILThLh
67.3%, 61.7% THh-1hs, TOMOAEEIE TIEL
RFN 55.6%, 38.5% &, L-105 BEDHELRH: CTM
BECHANRT 17.1% EEl> T, L LEEZEILED
LRtgh -1

3) &RTEE

FHREIC L D HE SN RRERUEE Y Table 11
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Fig.3 Time course of elimination rates in clinical finding (Wound infection)
(%) Fever (%) Discharge (25) Redness (%) Swelling
0 L:n=50 L:n=65 0 L:n=59 L:n=d
v Cin=43 C:n=62 C:n=61 C:n=48
20 20+
40 10+
60 60 +
20 80 |
T N N N O T S I | [N T N T S N N B B B
4 7 10 1 7 10
(day) (day)
) Pain 2 Local heat (24) Induration —e L:1-105
0 L:in=37 [ L:n=24 o---0 C:CTM
C:n=37 C:n=28

11

b I T T I

Table 12 Overall

10 4 7
(day)

Loglank test: NS.

clinical effectiveness classified by patients characteristics judged by committee

) Overall clinical effectiveness Effectiveness | Statistical
Drg | VO °f rate (% analysis
cases - 00 i \ ;
Excellent | Good Fair Poor (E+G) U-test | X /Frem
L-105 | 38 1 R 2 13 7.1
Total NS. NS.
o CTM | 5 19 17 12 6.7 |
Wound L-105 | 27 14 1 3 85.2 !
NS, NS.
With cancer | oction | CTM | 25 12 9 2 2 84.0
|
L-165 2 50 .
Ohers 6| 3 18 1 10 B S s NS
Vith primary CTM | 29 7 8 1 19 517
disease L-105 8 4 0 1 87.5 ‘
Total : o | NS NS.
o CTM | 13 2 8 3 ) %9 | !
Wound 105 | 7 1 3 0 0 100.0
Without : <0.03*| NS
WIROUL CACEr | tection | CTM | 11 1 s | 2 0 SR
L-105 | 1 0 0 ) 1 0
Others - NS
! CT™M | 2 1 0| 1 0 50.0
L-105 | 4 2 a2 9.
Total 01 6 ) ! [ : 811 ys NS
CTM | 2 12 a2 1 8.7
Without primary Wound L105 | 33 15 15 0 3 9.9 s NS,
disease infection | CTM | 3 1 18 0 1 9%.7 o
_—-—/
L1105 | 13 5 6 2 0 84.6
Oth <0.05%|  N&
Sole | o2 1 6 2 3 5.3 F
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Fig.4 Time course of elimination rates in clinical finding (Others)
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Table 13 Overall clinical effectiveness classified by patient characteristics judged by committee
(All cases)

No. of Overall clinical effectiveness Effectiveness Statistical
Site of infection | Drug |~ ° o ) rate (%) analysis
xcellent | Good Fair Poor (E+G) U-test | Frsom
Upper L-105 26 13 9 1 3 84.6 NS NS
abdomen | CTM 30 13 15 1 1 93.3 ~ =
Wound Lower L-105 30 13 14 0 3 90.0 NS NS
infection | abdomen | CTM 25 11 11 1 2 83.0 - >
L-105 12 3 9 0 0 100.0
P<0.05*
Other | crm | 11 0 9 2 0 81.8 NS
Upper L-105 16 1 8 2 5 56.3 NS NS
abdomen | CTM 18 4 4 4 6 4.4 : b
Lower L-105 13 4 3 1 5 53.8 NS. NS,
abdomen | CTM 11 0 6 2 3 54.5
Others Perineo L-105 16 2 13 0 1 93.8 NS. NS
anal CTM 13 5 3 1 4 61.5
Wound 1y 105 | o 0 0 0 0 -
with _ -
drain CTM 1 0 1 0 0 100.0
tube
Table 14 Overall clinical effectiveness by patient characteristics judged by committee
(All cases)
Overall clinical effectiveness i Statistical
Depth of No. of Effectiveness X
infection Drug cases Excell ; rate (%) analysis
xcellent Good Fair Poor (E+G) U-test | Fiscimr
Superficial L-105 25 17 8 0 0 100.0 NS NS
wall CTM 24 11 11 2 0 91.7 - -
Tuni L-1 2
unica ' 05 6 6 17 0 3 88.5 NS. NS,
muscularis CTM 36 10 22 2 2 88.9
Deep L-105 16 5 7 1 3 75.0
wall CTM 6 3 2 0 1 8.3 NS. | NS
Abdominal L-105 26 3 10 3 10 50.0 NS
cavity CTM 28 4 10 6 8 50.0 N.S. S,
Dead L-105 15 2 12 0 1 93.3
space CTM 12 5 2 1 4 58.3 NS. NS 1
Biliary L-105 3 2 1 0 0 100.0 NS
tract CTM 1 0 0 0 1 0.0 B -
L-105 1 0 1 0 0 100.0
Others - NS
CTM 2 0 2 0 0 100.0

4 ER FTROUEE

SHER, EHFT RS LR RO L ER To B

MERIT Fig.2 WRTER D TH B,

WEROER, FRICKTY, % 0pkRolt

DTk WEARICEEER B b h ot U

rank test), &K, FFE0 10 B Ho REBLH



VOL. 34 NO. 8

CHEMOTHERAPY

Table 15 Overall clinical effectiveness classified by patients characteristics judged by committee

(All cases)

No. of Overall clinical effectiveness Effectiveness Statistical
Drug c:sez Excell | p rate (%) analysis
xcellent | Good | Fair oor (E+G) U-test | Frecrer
L-105 77 26 35 3 13 79.2
1 e .
Tota CT™M | 78 2% 33 6 13 75.6 NS NS
Combined surgical | Wound L-105 46 22 18 1 5 87.0 NS NS,
procedure infection | CTM 46 21 21 2 2 91.3 - -
L-105 31 4 17 2 8 67.7
th N.S N.S.
Others CTM | 32 5 12 4 11 53.1 D
' L-105 35 9 21 1 4 85.7
1 S. N.S.
Tota CTM | 31 7 16 5 3 74.2 NS | NS
No surgical Wound L-105 21 6 14 0 1 95.2 NS NS
procedure infection | CTM 20 3 14 2 1 85.0 o -
L-105 14 3 7 1 3 71.4
N.S. N.S.
Others CT™M | 11 1 2 3 2 54.5 S 5

Table 16 Overall clinical

effectiveness classified by patient characteristics judged by committee

(All cases)
No. of Overall clinical effectiveness Effectiveness Statistical
Drug o0 rate (%) analysis
cases | Excellent | Good Fair Poor (E+G) U-test | F
-tes ISCHER
L-105 94 27 50 4 13 81.9
Totel N.S. .S.
© CTM | 92 27 44 9 12 77.2 NS | NS
Chemothera-
;T];C:;ior Vound L-105 | 55 22 28 1 4 90.9 vs | s
R infection CTM 56 18 32 4 2 89.3 o N
to the trial
L-105 39 5 22 3 9 €9.2
Oth
Sl cIM | 3 9 2 | s | 1w 58.3 NS NS
L-105 18 8 6 0 4 77.8
Total N.S. N.
No chemo. ot cT™ | 17 6 5 2 1 64.7 5 5
therapeutics Wound L-105 12 6 4 0 2 83.3 NS NS
prior to the | infection | CTM 10 6 3 0 1 90.0 e -
trial
L-105 6 2 2 0 2 66.7
Oth, - N.S.
ers CTM 7 0 2 2 3 28.6 '

-105 R X CTM BExrhrth, #HETIX 69.5%,
5.1%, W5¥BhEETix 88.9%, 87.5%, FE Tk 87.9%,

5.2%, BTt 80.0%, 85.3%, HEBTI: 63.4%,
4.3%, RAHTiL 91.5%, 88.7%, ERRTIL 91.6%,
1.9%, BT 94.8%, 92.7%, BRETIX 9L.7%,
5.9%, WHETIL 80.6%, 81.8% ThH-1w

SEFIOF T, RIS LIRS - EARESRS LT
TERRCRRR LT BB OER, FTR2RR
TBicd, RIS & £ OfORMEBRRIERCS T TH
REIER, FIROBEMARLRE L, Fig.3, Fig. 4
Rllo L, BIRY, Zofhofi g BBELD

2, &IEER, TROMEARCRS W THEAFECEEX:
1XERBD B hsh - T,

5) BRIRELT

© BRHR

CRRF L LT, EREBOFES, BoBEHE
KB 2 et LR, Tablel2Dik ) ThHo,

EWEE L LU B, BERK, "MOEE OF
B, 2HMANERER (SLE) RO FRICARK
B8 5 LELhBEELHEA LI,

LSO EBEE A E T HIEFOARE TOEHERIC
#\ T, L-105 B 100.0%, CTM If 81.8% LEEX%
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Table 17 Overall clinical effectiveness classified by patients characteristics judged by committee
(All cases)
Overall clinical effectiveness Effectiveness Statistical
No. of .
Drug cases | E rate (%) analysis
llent i
xcellen Good Fair Poor (E+G) WiLconon | Frscums
L-105 42 12 21 3 6 78.6
Total CT™ | 39 14 16 5 4 76.9 NS | Ns.
Single Wound L-105 21 10 10 0 1 95.2 NS
infection | infection| CTM | 26 9 15 1 1 92.3 S| NS,
L-105 21 2 11 3 5 61.9
Oth
ers CT™ | 13 5 1 4 3 46.2 NS. | Ns.
L-105 53 17 24 1 11 77.4
Tot:
otal CTM | 47 10 23 5 9 70.2 NS. | Ns.
Mixed Wound L-105 34 13 15 1 5 82.4 NS N
infection | infection| CTM | 25 7 13 3 2 80.0 S| NS
L-105 19 4 9 0 6 68.4
thy
Others CTM | 22 3 10 2 7 59.1 NS. | NS
Table 18 Bacteriological effectiveness classified patient characteristics judged by committee
Bacteriological effectiveness FEradication | Statistical
No. of 9 .
Drug . Partially rate (%) analysis
Cases | Eradicated eradicated Unchanged | Replaced | Increased | Unknown (E) FischEr
L-105 42 22 0 3 2 4 (11) 71.0
NS.
Total CTM | 39 17 0 1 3 0 (8 54.8
Single Wound L-105 21 14 0 2 1 1 (3) 77.8 NS
infection | infection| CTM 2 13 0 7 2 0 (4) 59.1 -
L-105 21 8 0 1 1 3 (8) 61.5
NS.
Others | oM | 13 5 0 4 1 0 (3) 50.0
L-105 53 26 6 1 10 2 (8) 57.8
NS.
Totdl ey | g 20 5 3 1 0 (8) 51.3
Mixed Wound L-105 34 19 4 1 6 1 (3) 61.3 NS
infection | infection| CTM % 16 2 0 6 0 (1 66.7 -
L-105 19 7 2 0 4 1 (5) 50.0
Oth NS.
“oleom | oz 4 3 3 5 0 (7 %.7

DED LI, ERREOILVHOL OMOMBEREGIE T
3, L-105 B 84.6%, CTM ££58.3% L EHEEMNTD

bhtce

E I EEA ORI, HEFEEEBIRET

LTC%%’X Table 13~14 p:ﬁ% Lf:o

RIS D ETEMEB\ a2 D s © 8z (ER: T
B, B, BERRE) OBHRT I T, L-105 3

100.0%, CTM #¥ 81.8% THEEMNAED LI,

FREERE OV TRE LIcER T, REMRIRKYL
¥ L OTERER LTI\ T L-105 BEpL CTM BEX b 475

WHZEHBD LRI,

SEFIOCTHANMABOH L ELERER
&, BBRRCEARROBIIBTORKEY Tabled

~17 R LicAs, Wihd L-105 B & CTM okl

® MHEFHBHR

R BFRERRD LRI 21,

BRI L BARYICBR LR % Tableld K7
Lizo BAREORIREHER S TRTITH T LIE

FEOMEEN CTM BEONLERSY 5~20% i LEol

M, BEENTDOLNBRIIES I, 1
— %, B EROWEY Table19 (iR Lico 7748

PEBE O %% L-105 BET 89.6%, CTM BC8.5%
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Table 22 Abnormal laboratory findings
L-105 CTM Statistical analysis
FIscHER
No. of cases 117 119
Within normal limits 100 103
Abnormal laboratory findings 14 15 N.S.
(Frequency %) (12.3) (12.7)
Undecided 3 1
GOT 1 1
GPT? 2
GOTt, GPT1? 3 2
GOT1, GPTt, Al-P1 1 2
GOT?, GPT?, T-Bil.1 1
GPT1, Al-P1 1
GPT1, »-GTP1 1
GOTt, GPT1, Al-P1, A/G|, BUN1T 1
GOT?t, GPT1, Al-P1, LAPT, »-GTP1 2 1
GOT1, GPT1, Al-P1, LDH1, »-GTP1 2
GOT1, GPT1, Al-P1, LAPT, LDHT, »-GTP1? 1
GOT?t, GPT1?, Al-Pt, LAP1, r-GTP1, Eosin. T 1
AlI-P1,-LAP?T 1
Al-Pt, »-GTP1? 1
T-Bil.1 1
T-protein | 1
RBC!, Hb|, Htl, WBC! 1
WBC| 1
Eosin. 1 1
Table 23 List of abnormal labolatory findings
L-105 CTM
Drug f No. of No. of N
Abnormal No. 2 o ° Frequency o © o- of Frequency
aboratory examined abnormal o examined abnormal o
gy o (%) L (%)
indings cases findings cases findings
RBC| 116 1 0.9 116 0 0
Hbl 116 1 0.9 116 0 0
Hematology Ht ! 116 1 0.9 117 0 0
WBC| 110 2 1.8 113 0 0
Eosinophil 1 78 0 0 80 2 2.5
A/Gl 70 1 14 72 0 0
GOT1 112 10 8.9 116 8 6.9
GPT 1 112 10 8.9 116 11 9.5
Al-P1 111 7 6.3 110 7 6.4
JAver function LAP1t 86 3 3.5 91 3 3.3
r-GTP1 98 5 5.1 106 4 3.8
LDH T 110 2 1.8 107 1 0.9
T-protein | 106 0 0 111 1 0.9
T-Bilirubin 1 9% 0 0 100 2 2.0
-enal function BUN 1 109 1 0.9 110 0 0
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Table 24 Overall clinical utility judged by surgeons
No. of Final overall clinical improvement Utility Statistical
0.0 .
Drug Completel Fairl N rate(%) analysis
Cases D! y tisi airly Not decided
satisfied Satisfied satisfied satisfied Intolerable | Undecide C+S U-test | Fiscieg
L-105 113 8 50 43 10 0 (2) 52.3
Tot S.

ol | oM | 110 10 40 45 15 0 (0) ;5.5 | NS | NS
Wound L-105 68 6 31 26 3 0 (2) 56.1 NS N
infection| CTM 67 4 32 28 3 0 (0) 53.7 - S.

L-105 45 2 19 17 7 0 (0) 46.7
Others 1 crm | 43 6 8 17 12 0 (0) | 326 | NSNS

75 AaMEE T L-105 B 75.0%, CTM & 64.1%,

1 B ¢ L-105 B 81.5%, CTM ¥ 86.7% Th
b, &tkTi, L-105 & 82.9%, CTM B 78.0% T
Stkeh, BEERRDONAEI -1, LL, B4x0H
B CRIEE, Staphylococcus spp. D LKL L-105
P 100%, CTM B 77.4% Lis W BEENED BRI,

6) EfeRs IVEKEEERE

L£fER 263 FIOEIfFRC oW TOREER% Table
20, Table2l wiRl7co HEARRE L ShicDik L-105
Bo28l, CTM B0 28 Th -1,

BIfERE L-105 B 2 4, CTM B 3 Al CEhEhOR
AR 1.5%, 2.3% Lish, MEFAFECEEEIR
Hdobhigholc, TDORAE L-105 HF T, RE1 4,
IR & % Hhn Shoulder painl flTHbH, CTM
FCIEEL BR-R%RE- 0816, X514
ThoTo

BRREERE ORFHNIB LR, HORENKRIRT
HTENTTEE T 236 QIR BTN R & Lico HIERREE X h
7oDik L-105 H 3 4l, CTM B 1 51 Th - 1o BBRBE
{ER% OB #5E % Table 22, Table23 17 Lt

BRREERERRG LHE I hicd D1, L-105 &
14 4, CTM % 15 §iThH, TORBRIFIhTH
12.3%, 12.7% Lis-> T, MERBMCAEZEZITD S
hish ot

Z DAL GOT, GPT, Al-P 7p X FEEE DBREE 1\
LPZEEEANFLTH B, MBEFHFRT L-105 Bz
FMERE, ~E/rEVflE, ~=b2 ), ME, AMOER
HEoOBA 16, HORERD 1 6, CTM BFmEiEs
MR2hHELR, FIBEECR LT L-105 iz BUN
DER1BIRAGRT,

T FREHE

FHRER X » THE S h - RERIEH OBERIYE B D
HERERIL Table2d iRTERDTHAD,

Tishb, L-105 BT, R8s fl (7.2%),

R 50 B (45.0%), ¥ FETWHE 436 (38.7%), &
R 10§ (9.0%), EREM LItV 0B THh, HEF
BE 2 BRI EERIBIC T MR ED B AR (i)
T IERAR] LET) 3 52.3% ThHoto CTM B
X, JEEWERE 10 B (9.1%), R 40 4l (36.4%),
FFETWE 45 B (40.9%), THRE 15 4l (13.6%),
ERCH X e\ 0 AIC, HRERIL 45.5% THY, A8 |
R\ THEFBERCEEZRRD bhithots,

L-105 # oK AT 2 A, BlIfef X 554
TIXHBH, I 2vial BEHE TH v BFihEOHEs
TERWIDERRC L WHEARE L IR b1,
BIRRGT LCHER Lich B REP R RIBE A SO
ERELENRLVCIDHERE L Shicb D 14Tth
oo

BIRS & £ Db ik RS /MY T it Lic kiR
b, BIRRZeT L-105 BEL CTM EoOHRARILhLh
56.1%, 53.7% THh b, F DDA ERE TXht
h 46.7%, 32.6% & L-105 E£ps CTM BEXHdLA
> TWIEAWThLERDOEIED bhithoTo

1. # 7

RIS X UM RYE 3¢ % & LT, L-105 0fk
A L RN R BB T 5 fooie, CTM Y
#IBIE L+ % Well-controlled study iz X % KM
%&%ﬁi Lf:o

RBIEE LT CTM %R LicEing, CTM #l
105 kR 7 RIBEIC 7 § 2 77 ) — v ERE U
Lo Y o &, EEOFRAER ORHOTKS
»T, ARHEROMERERE S R S hARLR
QRS h TV BTebThHD, ¥, WhdpsEsHh
€7 = WFILY T ARSI B B EEI
VWBLDD, 77 ABEECHT B HE D EcETY
TwaHiEH-T, CTM Hlo 7 5 sl
hIHEHIEL B LR TR Y, L-105 oﬁﬁﬂi”l
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Fig.5 Susceptibility of

(%)
100

50

clinical isolates (All)

Group Drug | =0.05 0.39 1.56 | 3.13

Statistical

>100 analysis

50 | 100 Total

(9]

L-105

——e
L-105

CTM

0---0

10 11

14

12 17 | 165

*%

10 35 | 165

L-105

a—a
CTM

CTM

a---a

10

14

[Z
[:'.IA

16 | 126

k)%

14 31 | 127

7 ABHEND 77 ARMEEE TRVWARZ b RET
AHBEHMEYEREL, CTM »RRAOKNBELTHDI
gYLEX R,

MERPIE LN G & LoD HRARI, @% CTM
& Cefazolin (CEZ) (1979)®, Apalcillin (APPC) &
ulbenicillin (SBPC) (1981)*, Cefmenoxime (CMX) &
STM (1982)%, Cefoperazone (CPZ) & CTM (1984)9,
~eftazidime (CAZ) & CTM (1984)7, Aspoxicillin &
'BPC (1985)% 75 &' AiEHE X, &I DEBAFMEH
ThbhTwb, SEOR~ OHRHTFZ NS LFAE
SHETIT I » 1o RERIZAIRBEEABE L, HEAR
Y FERRREBRELTAREHCHTT, ABIRT
iH, BEwIL 14 ARoRGPREERET 5 HENS
CEbhi, Lnd BINCR I - EEIRSIE HIE R EE A
IWHRTE T, §ENLERBREYUE & REEIIE ¥ B
FRRIEMALCRIET 5T X COMRBPE RS &
» BEHRS 10 BRIE LCER L1, F HEERDE
FTRTRA—FEER X 9 HE Lo
ARAROERRT OSBRI OV THD LHEEE
ERMBRITI T L-105 BFrEBENS < BEEN
Bdbh, BERBEMNOLER FROBEECKTS
B, BT CTM B BERCEENSVIEII, £ D
DRERFEHEABMOAREIZD bR 1, &

*% P<0.01

hoOMSEFESOCTHE S hicERix, £84H
T X ERIKZHE T, EZD, B EoBE R T L-105
Pf 81.3%, CTM B 75.2% T, L-105 BEOAHRINE
Mo KA BEEIEDOhigh -1, BIRRGE L T DD
W RERIE ST 1B A3, RIRS D FRHR T L-105 F
89.6%, CTM Zf 89.4%, * DI ORiSRIPE D H LR
T L-105 % 68.9%, CTM F£53.5% Licbh L-105 B¢
DEBRHE > T EEETTED DRl ofe, &
ORI CMX & CTM o iERBIkT 5 CTM
DEXEKY AR 73.6%, BB 73.6%, B XV CPZ &
CTM o HERREED CTM OBF%XR® AB 80.8%,
BJE 53.7%, 61z CAZ + CTM & 0 HERREED
CTM OBEHE"AE 76.8%, B 64.2% LHB LI
BE, WIhLSEIORBEOT Y, BIRRTEYRIE
Steht, FEREANREH L RS E & 10T Ol D AT R
FEDBEMRIVEVERENEBONI, Oz &, A—FH
RIZ I BRBR TR VD THIETE I, HROFL)
FifENAB3HEE, BESBETASBORRLT, &
EORBRFMEE TILNEOBWFHEA X4 BHERCL
TR YR Lich o dh Ltigby,

L Lichi s, 2L LTOBEYRY LB IIER
BoBEYRLEbLh, SEORRFETA, BEHRE
BEDHEROBONDIAREE L DI,
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Fig.6 Susceptibility of clinical isolates (Wound infection)
(%)
100 -
50 -
Group Drug |<0.05| 0.1 | 0.2 [0.39]0.78 | 1.56 [3.13{6.25|12.5| 25 | 50 | 100 |>100|Total g:;‘;::a'
L-105
—e| 12 11 10 10 6 2 8 5 8 7 5 4 11 99 —
L-105 *k NS. I
CTM
0---0 4 7 7 9 7 6 7 4 4 3 7 11 23 99 *%¥
NS.
L-105 i
A—aA| 9 6 6 6 4 5 7 3 8 9 2 2 10 77 —
CTM *k
Ml vl e sl s|s |s]3|1]s|s]|w]|7|1.]|n
*% P<0.01, **%P<0.001
Fig.7 Susceptibility of clinical isolates (Others)
(%)
100
50
Statistical
Group Drug |£0.05f 0.1 | 0.2 |0.39(0.78 [1.56 | 3.13|6.25|12.5| 25 50 | 100 |>100|Total| analysis
L.-105
—e| 7 12 8 0 3 3 3 3 5 8 7 1 6 | 66 »
L-105 *% NS. |
CTM a
o---0| 1 3 9 5 6 1 3 3 4 2 3 14 12 | 66
NS
L-105
aA—a) 4 3 3 3 3 5 3 1 4 6 7 1 6 49
CTM N.S.
CTM
a---af 1 0 3 2 8 6 1 3 1 3 2 7 13 50

*%xP<0.01, **%P<0.00L
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LESRFICEWT L-105 o HeBEICEHELS
motetodh, 59 LT & 60 Ll Lo TERIR % i
BLTh L-105 & CTM HoBHRCITEEEILR
HohT, 2EOBEHRICEL HEELILELDR
Bo HICBIRPIZ I\ Tik L-105 B F i CTM B X
hEBEN S EB YR LTt (P<0.1), R
Bz, 60 FELl bk T L-105 8 87.2%, CTM
BET5.9% &, L-105 BEOAERBIEEIGED BT
(P<0.1),

¥, EREEDOS B, Bk LOBKOK LR ELE
B3\ C, CTM BEAL L-105 B X » HEFIKA IS -
e EMALRIH, EROBEEOHER TIIFTHER
bicol T T S == 15 G0 P Al

COMOTWRET L LT, EBEER BOEER, &K
PEELR, REEEER, SARHIABORET, ERit
FREOHEICERSR Y, T REHMENCERL
Feds L OHIEE A BH R % 8 I HBZHT Lico

TORERE, BB TS BIEBUNOEBEKEYE
THEGIC BT B EIRY, EBEEE LD I\ EFIOE

BB DA RRIVE, & BT b, TR, BB, Bl
LEDRIREIT BT, L-105 BEOBEKRSEIC KT 5ER
5 CTM BEoBE#R¥ ER Y BEENBD I, &
NS DFER|TIL S. aureus, Staphylococcus epidermidis,
Pseudomonas aeruginosa DEHNEL Abhnicicd,
WA O MEFRBED 5 TR E T 2 MR 0
MIC HADEXRB LI DESEX bR,

FRARC L 2B EROREBEHREL 340K TH Y, £
D575 ABEEIT 158 &, 75 ARMEIT 115 &
BB L 67 R TH T ThLBEGRIREEIZO
T MIC BIEMNTRETH » Ik T, TDRES
% Fig.5~7 R L7,

SfEG, B XORIRY, T OMOMBREFEICH,T T
AISEE, ThZhmboeBBECxT2 MIC 0%
fiTix L-105 F & CTM BoricHE% (P<0.001,
><0.01) A& bR,

Lo LWFhoBgicd, L-105 & CTM b0
R 3 5 A—EHFI 0 MIC SMICIFEER iz
O LEehin T, MERBEORHEE MIC 05 2556

IAETH-TcsbELONT,

FRLSHE TR A HEFEMHREOMEE L, L-105
$63.2%, CTM $53.4% Th o - BEZEIEDH
17ghy - 7o (FIscHER),
HEEC LI FOMEY LI A, S aureus & B s
D L-105 Bicxw+5 H R ERIT
@%%%L,ﬁ%ﬂﬁmﬁ%%ﬁ&&h,it,b
5 DB N KBTI E X T\ 5% Pseudomonas

taphylococcus spp.
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spp. 7' 8L.8% DHEEHEZICDIEAKRSLHLERTHH

B v HEO Y ATHEZ Wi s § % Pseudomonas
spp. DAIE¥HIHEKR 72.2% #B2HLDTH -1,
tei L, P.aeruginosa = %3 % MIC50 (¥ L-105,

CTM »FRnFh 25pg/ml, 100 pg/ml Lic>THHY,
COPENDEIERIhHEXELDLEDN D,

=77, EEEHEICL AR LBRAEES LUHRE 4
A, 78, 10 BRI 5EBNLBHEE O W T
3, 2ES, BRI, T OMOATERRESME T THRET
LicBa, g L-105 BEOHERH LB - Tu7
PEBOEIRD I > 1,

BIfEAZBE LT, L-105 w2 (1.5%), CTM
B30 (2.3%) BBHoh, MEAFECERARCEH
THEEEIRO LRI » T, TOERKIE L-105 B3,
745 1 {7, Shoulder pain (M%5H) 14, CTM BEpiE
BH10l, EZ10], BHAER-EBX - 0§16 T L-
105 B T14, CTM T2 0lh&EEFEEIRIH, W
FRLEEF T, BRBEC L0 LTELDL
hish o to,

CTM EEDEEFIZOWTIL, BERKR b MEE
€Y AL EfEMN L6mg/dl EREXRT LTI, BE
4Bz 2.6mg/dl iz Y REFEREAEBRLILLOTS
BA, BEHFEL 36 B BIEREBER L

Fio, BRBEEEORECSVT, [EH & OB &2
HrobEN ] UEEIRICERAIL L-105 £F 14
il (12.3%), CTM % 15 i) (12.7%) Th bH, MEH
B ORBRIZHEFEZIRAD ORI 1o, HBERIH
BHFLLIHROBEI VRREVL 5B DA
oW, EREORRBGRIATELETIBEE L E i
Wit DL DL L GH Tk h, EBEESE, FiiHm,
REEDEREE L& L OBES FEbh DL bieh b
FTLohich, BEROCITHREOHERXHA LA C
L, BIVBRREOREGH, REROE/RIHES D
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To objectively evaluate the efficacy safety, and utility of L-105 for postoperative infections including
postoperative wound infection, a well-controlled clinical study was conducted in comparison with
cefotiam (CTM). Each drug was administered 2 g daily by intravenous drip infusion. The results
were as follows :

1. Clinical efficacy rates were 81.3% (91/112) for L-105 group and 75.2% (82/109) for CTM group.
When the groups were subdivided into wound infection and other infections, the efficacy rates were :
in wound infection, 89.6% (60/67) for L-105 group and 89.4% (59/66) for CTM group, while in
other infections group the rates were 68.9% (31/45) for L-105 group and 53.5% (23/43) for CTM
group. There were no statistically significant differences between the two groups.

2. As antibacterial activity the bacterial eradications were examined and the rates were 63.2%
(48/76) for L-105 group and 53.4% (39/73) for CTM group. In wound infection, the rate for L-105
group was 67.3% (33/49) and for CTM group 61.7% (29/47), whereas in other infections, L-105 group
showed 55.6% (15/27) and CTM group 38.5% (10/26). No statistically significant differences were
noted between the two drug groups.

3. In final overall improvement evaluation, the rate of moderate improvement and above grade
was 80.4% (90/112) for L-105 group and 73.4% (80/109) for CTM group. In wound infection, the
‘ates were 89.6% (60/67) for L-105 group and 87.9% (58/66) for CTM group. In other infections,
-~105 group showed 66.7% (30/45) and CTM group 51.2% (22/43). No significant defferences were
ibserved in any comparison.

4. Incidence rates of side effects and abnormal laboratory test values were 1.5% (2/130) and 12.3%
14/144), respectively in L-105 group, whereas in CTM group they were 2.3% (3/129) and 12.7%
15/118), respectively, showing no significant difference between the two groups. No serious side
ffects or serious abnormal values were reported in either group.

5. As for the clinical utility of drug evaluated by attending surgeon to his patient the useful rates
rere 52.3% (58/113) for L-105 group and 45.5% (50/110) for CTM group. In wound infection, L-105
roup showed 56.1% (37/68), and CTM group 5377% (36/67). In other infections, the rates were
3.7% (21/45) for L-105 and 32.6% (14/43) for CTM group. In any comparison no significant dif-
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ference were shown between the two drug groups.
From these results, L-105 was considered to be as useful a drug as CTM in the treatment of post.
operative infections including postoperative wound infection.



