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MBREYUEC x5 Apalcillin(JIF APPC Lug3) DEERMAEREXYZBRMCHE T80
T, Sulbenicillin(J{F SBPC &E&3) ZnBELL, £H 99 BRICEWT, WHEREREDS L
WHRARYE UTABLHD) kb MiBEE s X OMHRIEERY (UIFBEEHT) #HEL
TREREZ N REEZ L LTRY, APPC 1H 2g $%\% SBPC 10 10g ¥ #5775 ke BvE
L, UTORERE,

1. 2BEETABT APPC 58 91.5%, SBPC #5% 66.7%, BETix APPC 5
Pf 88.7%, SBPC #5.3f 47.3% odiER L1 h, AB, BRE# APPC #ERIEEIC TN
TWico

2. WHEOFEEICLBHREFEXLETS L, AB BRABICOWT, TRTUOKEOFE
ET APPC 5B EREICT Ch T,

3. MEEMZREL U CTRESMEOMN SR, AB T2 APPC #5658 90%, SBPC #5455
50%, ¥7-BETIX APPC #5455 99%, SBPC # 53¢ 51.4% T, APPC 5@ EFE T
T,

4 EHREIHE UKD, ABTIZ APPC #5655 86.4%, SBPC #4% 61.1%, B
BT APPC # 5% 75.5%, SBPC #4558 45.5% OEHRKRLich, AB BREAEBLYH, AP
PC B#EFMNBFREILT R T T,
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Apalcillin(LlF APPC & B %), sodium(2S,5R,
6 R)-[(R)-2-(4-hydroxy-1, 5-naphthyridine-3-car-
boxamido)-2-phenylacetamido]-3, 3-dimethyl-7-oxo
-4-thia-1-azabicyclo [3. 2. 0] heptane-2-carboxylate
(PC-904) i1, HERIEETEF R WTHLBERS
RIEEHAEERR=v ) VT, /508 EES X
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Table 1 The list of collaborating institutes and participating surgeons

Institutes Surgeons
Department of Surgery, School of Medicine, Keio Kyuya Ishibiki, Yoshinori Yamada
University
Third Department of Surgery, Nihon University, Issei Nakayama

School of Medicine
First Department of Surgery, Nagoya City University, | Jiro Yura, Nagao Shinagawa, Syu Ishikawa
School of Medicine
Department of Surgery, Kakegawa City Hospital Hideo Miyaike, Akitoshi Itoh, Minoru Emina,
Yasuhiro Kamiya, Keiji Mashita

Department of Surgery, Hamamatsu National Hospital | Susumu Watanabe, Yoshitaro Suzuki, Motoki

Hato
Department of Surgery, Tajimi City Hospital Tadao Itoh, Kazuaki Matsumoto, Akira Mizuno
Department of Surgery, Asuke Kosei Hospital Asakatsu Fukuhara, Takashi Ohkubo
Department of Surgery, Kariya Toyoda Hospital Shizuo Usami, Takashi Mizuno, Atsushi Kamiya

Masayoshi Kitano, Noritaka Tanimoto,
Hikozo Kotani

Department of Surgery, Tokai Teishin Hospital Osamu Yoshimi, Yoshimasa Tachi
Department of Surgery, Rinko Hospital Katsuhiko Tanabe, Yashushi Takeuchi,
Akio Kohbe
Department of Surgery, Aichiken Koseiren Bisai Shoji Kimura, Ichiya Suzuki, Minoru Suezawa
Hospital
Department of Surgery, Inabe Kosei Hospital Akio Inukai, Yoji Miyachi, Yoshitaka Shibata
Department of Surgery, Komono Kosei Hospital Osamu Sakakibara, Kan Kanamori, Takeshi Ri
Department of Surgery, Chita Kosei Hospital Junichi Hayashi, Yoshiaki Hayakawa, Takashi
Doi
Second Department of Surgery, Kyoto University, Yorinori Hikasa, Hiroshi Tanimura,
School of Medicine Sumio Mukaihara, Keisuke Maruyama
Department of Surgery, Niigata Prefectural Central Masanori Nakamura, Takanobu Koyama
Hospital
Department of Surgery, Shizuoka Rosai Hospital Akira Sugitani, Yoshio Yamaoka,
Yoshiyuki Sasaki, Hiroshi Takemoto
Department of Surgery, Takayama Red Cross Iwao Kaneko, Atsushi Naitoh, Takashi Okino
Hospital
Department of Surgery, Obama Municipal Hospital Yoshihiro Tanabe, Akio Higuchi

Department of Surgery, The Japan Baptist Hospital Ryuzo Shioda, Nobuaki Kobayashi
(Kyoto)

Department of Surgery, Kyoto Minami Teishin Toshiyuki Sera, Takashi Inamoto

Hospital

Department of Surgery, Osaka Red Cross Hospital Hiromi Matsumoto, Izumi Fukui, Hiroshi
Ohtani, Hiroharu Awane

Department of Surgery, Kobe Municipal Central Masahiro Nishino

Hospita],

Department of Surgery, Shimane Prefectural Central Masao Kobayashi, Yasuhiro Matsukawa
Hospital

Department of Surgery, Osaka Medical School Kunio Okajima, Yoshiaki Harada, Yoshinori
Kato, Osamu Kasagawa

Department of Surgery, Kansai Medical School Masakatsu Yamamoto, Jun Takeda

Department of Surgery, Osaka Fu Saiseikai Izuo Yoshitaka Nakagawa, Takashi Shintani,

Hospital Yusou Nakamura, Munehiro Kashiwamura

Department of Surgery, Research Institute for Tetsuo Taguchi, Yosuke Nakano, Yasuhiko

Microbial Diseases, Osaka University Kimoto
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Institutes

Surgeons

Department of Surgery, Osaka National Hospital

Department of Surgery, National Osaka Minami
Hospital

First Department of Surgery, Osaka Prefectural
Hospital

Department of Surgery, Osaka Rosai Hospital

Department of Surgery, Sakai Municipal Hospital

Department of Surgery, Toyonaka Municipal
Hospital

Department of Surgery, Shin Senri Hospital

Department of Surgery, Hoshigaoka Koseinenkin
Hospital

Department of Surgery, Ashiya Municipal Hospital

Department of Surgery, PL Hospital

Second Department of Surgery, Osaka City University,
Medical School

Department of Surgery, Joto Chuo Hospital

Department of Surgery, Osaka City Momoyama
Hospital

Department of Surgery, Osaka City Kita Hospital

Department of Surgery, Morimoto Hospital

Department of Surgery, Fujiidera City Domyoji Hospital

Department of Surgery, Ashihara Hospital

Second Department of Surgery, Tokushima University,
School of Medicine

Department of Surgery, The Anan City Medical
Association Central Hospital

Department of Gastroenterological Surgery, Kawasaki
Medical School

First Department of Surgery, Okayama University
Medical School

Department of Surgery, Kobe Red Cross Hospital

Department of Surgery, Tottori City Hospital

Department of Surgery, Okayama Saiseikai General
Hospital

Department of Surgery, Kasaoka Municipal Hospital

Department of Surgery, National Fukuyama Hospital

Department of Surgery, Chugoku-Chuo Hospital,
Public Schools Benefit Association
Department of Surgery, National Iwakuni Hospital

Department of Surgery, Kagawa Rosai Hospital
Department of Surgery, Kochi Municipal Central
Hospital

First Department of Surgery, Hiroshima University,
School of Medicine

Second Department of Surgery, Kyushu University,
School of Medicine

First Department of Surgery, School of Medicine,

Fukuoka University

Tsutomu Kawahara, Nario Kitani
Kenji Shino, Shinji Tanaka

Norio Ono, Hirotoshi Watanabe, Yasutaka Okada

Atsushi Itoh, Haruyuki Ohta
Takashi Satomi, Kazunori Maeda
Masaharu Kimura

Kazuyoshi Tomita, Seiichi Matsunaga
Akira Yamaguchi

Takashi Okumura
Yasuo Matsuo, Takeshi Oishi
Katsuji Sakai, Mikio Fujimoto, Takami Ueda

Akinori Masada, Masayoshi Kawashima
Akira Sawada

Susumu Doi

Yuzuru Morimoto, Koichi Ohno
Takeya Sasaki, Kunio Maeda
Noriyuki Kawabata

Kenji Inoue, Masaru Tsuyuguchi

Teruo Mutsuda, Yoo Shoono, Nobuyuki Takaya

Kaizo Sano, Toru Isomoto

Kunzo Orita, Eiji Konaga, Taizo Yamamoto

Hiroshi Fujii

Joji Kodani, Masahito Yumura, Ken Ozawa,
Hiroshi Yamashita, Hiromu Tsuge, Hidenori
Kondo

Kiyoshi Mano, Kazuo Kataoka, Motoo Kitamura
Shuhei Hirose, Nobumasa Tsutsui, Hideyuki Kimura
Terumichi Souji

Yasunori Kuwada, Junji Matsuoka, Keiji
Kashihara

Kunitsune Sakai, Tsutomu Kobayashi

Jun Nakagawa, Akira Sasaki, Yoshihiko Yada,
Isao Takeda

Norihisa Tabuchi, Kazuo Nakajima

Keiji Kondo, Kazunori Kuwabara

Takashi Yokoyama, Toru Ichikawa
Kiyoshi Inokuchi, Takeo Yoshida,

Ryuichiro Tamada
Hidehiko Shimura, Yasuhiro Yamamoto
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Institutes

Surgeons

First Department of Surgery, School of Medicine,
Nagasaki University

Department of Surgery, Sasebo General Municipal
Hospital

Surgical Department, Sasebo Central Hospital

Department of Surgery, Ohmura City Hospital

Department of Surgery, Nagasaki Kenkohoken Isahaya
Hospital

Department of Surgery, St. Francis Hospital
Department of Surgery, Nagasaki Mitsubishi Hospital
Department of Surgery, Inoue Hospital (Nagasaki)
Department of Surgery, Nagasaki Atomic Bomb
Hospital

Department of Surgery, Nagasaki Saiseikai Hospital
Second Department of Surgery, School of Medicine,
Nagasaki University

Department of Surgery, Goto Chuo Hospital

Department of Surgery, Nagasaki Municipal Hospital
Department of Surgery, Nagasaki Teishin Hospital
Department of Surgery, National Nagasaki Hospital

Department. of Surgery, Juzenkai Hospital
Department of Surgery, Obama National Hospital
Department of Surgery, Nagasaki Rosai Hospital
First Department of Surgery, Kumamoto University,
School of Medicine

Department of Surgery, Yamaga Municipal Hospital
Department of Surgery, Ueki Chouritsu Hospital
Department of Surgery, Saigo Hospital

Department of Surgery, Kyushu Memorial Hospital
Department of Surgery, Kumamoto Rosai Hospital

Department of Surgery, Yatsushiro City Hospital
Department of Surgery, Hitoyoshi General Hospital
Second Department of Surgery, Kumamoto University,
School of Medicine

Department of Surgery, Arao Municipal Hospital

Department of Surgery, Kumamoto Municipal Hosptal
Department of Surgery, Kumamoto Central Hospital

Department of Surgery, Kumamoto National Hospital

Department of Surgery, Yatsushiro General Hospital
Department of Surgery, Amakusa Central Hospital «

Yasukuni Tsuji, Toshio Miura;,
Takatoshi Shimoyama, Eisuke Kusaba
Masumi Ifuku

Toshiaki Torigoe, Yoji Sugamura,
Naotaka Miyagawa, Yuji Takagi
Ryuma Tsuchida, Katsutoshi Hashiguchi,
Mutsuyuki Ino, Seiji Kitasato

Koji Tobinaga, Shizuya Honda, Katsuro
Taketomi

Toshiaki Takehara

Yoshihide Harada

Masayuki Kuroiwa

Kyoichi Noguchi

Hideki Ota, Yukio Sato

Ryoichi Tsuchiya, Norio Tanaka,
Tsukasa Tsunoda, Kunihide Izawa,
Nobuo Motinaga

Junji Kitajima, Masaru Nishimura,
Takatoshi Uchida, Toshiaki Shiogama
Akimi Miyata

Nobuyuki Minami

Yasuharu Sakai, Sadayoshi Fukuda,
Kouichi Motoshima, Norio Yatsuda
Mitsunori Yasuda, Katsumi Takebe
Koichi Matsuo

Mitsugu Mitsuyoshi

| Ikuzo Yokoyama, Seiki Tashiro, Kuninori

Uemura

Masanobu Arase

Kenichiro Nakakuma

Tadasu Kuhara

Hiroshi Ikehara, Takuo Yamaguchi

Ushio Sakaguchi, Yosuke Kai, Hidetoshi
Kawaguchi

Michifumi Kawano, Yoichi Yamaji

Mizuho Mochinaga, Ken Iwai, Ryoichi Yamashita
Masanobu Akagi, Yoshihisa Sera

Shiro Zaitsu, Katsumi Yamasaki, Tetsuo Munakata,
Kazuhiro Sakamoto

Kazuharu Nagao

Ryoya Tomojiri, Yoshio Okamoto, Tetsuro Misumi,
Shigeru Katafuchi

Akira Kiyomoto, Muneomi Otsuka,

Toshihide Mitsuno

Takashi Taniwaki, Noriaki Hisano

Tateo Eguchi, Teruomi Shimamura, Osamu Nawata
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Institutes

Surgeons

Department of Surgery, Minamata Municipal Hospital

Second Department of Surgery, Kagoshima University,
Faculty of Medicine
Department of Surgery, Miyazaki Prefectural

Hospital

Department of Surgery, Kagoshima National Hospital
Department of Surgery, Kagoshima Municipal
Hospital

Kunitoshi Kitano, Kohsuke Urashima,
Junichi Nakayama, Hideaki Ohtsu
Hachinen Akita, Motoi Nishimura, Minae Maruko

Moritaka Maeda, Minoru Matsuyama

Yasuo Matsukubo, Hiroya Kukimoto
Akio Tsuchimochi, Isamu Uekama
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Table 2 Standard criteria for evaluation of overall clinical improvement
Group A Group B
(1)discharge (2)redness (3)swelling (1)discharge (2)chest-pain* (3)cough*
Target (4)induration (5)pain (6)local heat (4)polypnea* (5)x-ray” (6)pain
findings (7)body temperature and (8)WBC (7)abdominal distension (8)tenderness
(9)muscular defense (10)body
temperature and (11)WBC
Categories of overall clinical improvement are defined according to
Criteria the number of eliminated or normalized** initial finding.
I)Markedly Two thirds or more initial findings Two thirds or more initial findings
improved eliminated** or markedly improved eliminated or markedly improved
within 3 days. within 5 days.
2)mproved Two thirds or more*** initial findings Two thirds or more initial findings
within 7 days, or one third or more within 10 days, or one third or more
those within 3 days, eliminated or those within 7 days, eliminated or
improved. improved.
3)Fairly One third or more initial findings One third or more initial findings
improved eliminated or improved within 7 days. eliminated or improved within 10 days.
4)Unchanged More than one third initial findings More than one third initial findings
remained or aggravated 7 days after. remained or aggravated 10 days after.

Those findings were evaluated with the infection on the pleural cavity on the chest

L1

eliminated : Elimination or normalization should be assued by no relaps during treatment

*** “Two thirds or more” indicate 4 out of 6 findings, 3 of 5, 3 of 4, 2 of 3, 2 of 2 and one of one
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Table 3 Case distribution
Patients included in
statistical analysis
APPC 112
SBPC 109
Total 221
——  Effectiveness
Patients excluded from
statistical analysis
Total number of APPC 24
patients SBPC 25
APPC 136 — Total 49
SBPC 134
Total 270
All of cases were in-
cluded in statistical
) analysis
L— Side effects ———— APPC 136
_SBPC 134
Total 270
Table 4 Cases excluded from statistical analysis
Reasons Total APPC SBPC
Prophylactic administration 19 9 10
Diseases out of the object 13 5 8
Concomitant therapy with other 12 5 7
chemotherapeutics or steroid
Deviation from administration schedule 5 5 0
Total 49 24 25

LOFER YORENEECAV-Shic 13 f, Yk
BEbB\VREIBEBEAT v A F 7x & O fHEZILEHH
BRShI: 12 4, 10 1EHEx EOBERTERD
SO 5t 49 IRBRARET L VBA L HES i &
NOBRAGIRER 2 221 41 (APPC # 5 B 112 £,
SBPC 858 109 B % BEHEOMTAHREL, A
Bie b0 B BO BRI ol T I 5 BRSO Kol
¥filtote, —F, BEAOREIC ST - Tk, RB¥E
HB L X e 2 FEHIT DU T BB 21T - -0
ek, ERBMEMOMEARMTO BN Table 4
RRLltshTHs,

T, ChoHERB L AERIC OV T O R R
YRR T3,

I WgEEOWERT
AERBRO X B 2/ T-D 4 #i % Table 5 IR
L,

ABTOBEN I K\ T APPC BERIChEDE
VCERREEIC 300 HH TV B LS BRI ERFIHE

B, BRERFB4&E ABKLUWRBEBICKT S ML
BYPSEORIER, MEAREANREECORE B
MEDOHE RBIEFIRE ¥ TOEREOEER LUV
i, BRoOMEH, PHAREORELY, WIThiWl
M A EZLRD bhih -1

Xhiz, BHEOEMAHTH% Table 6 1278 LT,
Ch O AABRBIAMOBHEO AL, AR, BELD
BRI LN TEABRR £, WEHN T E
coli, Bacteroides fragilis, Streptococcus faecalis,
Pseudomonas aeruginosa, Klebsiella pneumoniae,
Enterobacter 2% < Hilidh, thoo ) bt KtEE
DERESBRGEH LD E LR LR, FAEAFMCER
ERRD BRI oo LA LIedt D, RABBAARIO
BHE D MIC oW T, BERPEOHHILD bR
KfliA R LI EkD MIC %30T, FIEAIRROZER
RHH LR Figl, 2 CFT &k b, AE BRE
Ld, & IEEEE 10%cells/ml OB EHITE\T AP
PC x4 % MIC o4fitt SBPC wxf§% MIC ©
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Table 5 Patients characteristics
Group Total A B
Drugs N
Characteristics APPC SBPC APPC SBPC APPC SBPC
Number of cases 112 109 59 54 53 55
Sex Male 73 64 38 28 35 36
Female 39 45 21 26 18 19
~29 9 12 4 7 5 5
Zio TR
~4 1 1
Age ~59 30 22 15 7 515
~69 26 29 17 11 9 18
70~ 20 22 10 15 10 17
~39 5 8 3 4 2 4
Body weight ~49 31 41 12 25 19 16
(kg) ~59 53 43 31 21 22 22
60~ 23 17 13 4 10 13
~ 7 65 54 35 26 30 28
Onset day of infection 8~14 27 33 14 16 13 17
(postoperative days) 15~ 17 22 8 12 9 10
Unknown 3 0 2 0 1 0
3~ 7 30 21 17 13 13 8
Start of the administration 8~14 41 44 22 21 19 23
(postoperative days) 15~30 24 24 11 11 13 13
30~ 17 20 9 9 8 11
Combined surgical None 39 34 16 7 23 27
procedures Yes 73 75 43 47 30 28
iy None 59 se | 23 12| % 42
Incision Yes 53 55 36 42 17 1B
None | 106 103 | 54 50 | 52 53
Puncture Yes 6 6 5 4 1 2
None 94 9 | 55 52 | 39 4
Others Yes 18 16 4 2 1 14
Chemotherapeutics Not used 34 43 15 20 19 23
prior to the trial Used 78 66 44 34 34 32
- Not wsed | w1 100 | 52 . e w s
Penicillins Used 1 9 7 6 1 3
. Not used 55 59 | 29 28 | 2 31
Cephalosporins Used 57 50 30 26 27 24
. . Not used 8 & | . 0 | u 5
Aminoglycosides Used 24 24 15 14 9 10
‘ Not used o 108 | 58 54 | 52 51
Macrorides Used 2 1 1 0 1 1
Not wed | m 107 | 59 53 | 51 st
Others Used 2 2 0 1 2 1
Sites of Superficial wall 16 23 16 23 — —
infection Deep wall 43 31 43 31 — —
Abdominal cavity 33 33 | T N 3 3 33
Perineo-pelvic dead space 19 21 — — 19 21
Pleural cavity 1 1 — 1 1
S None 88 76 46 38 42 38
Complication Yes 24 33 13 16 1 17
Clinical isorated Single infection 41 44 22 20 19 24
Mixed infection 62 53 32 30 30 23
9 12 5 4 4 8

Unknown
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Table 6 Distribution of clinical isolates
Group Total A
Clinical isolates Drugs | Appc SBPC APPC SBPC APPC SBPC

Single infection 41 44 22 20 19 24
Mixed infection 62 53 32 30 30 23
Unknown 9 12 5 4 4 8
Staphyrococcus aureus 2 3 2 2 0 1
Sta. epidermidis 4 1 2 1 2 0
Streptococcus sp 1 0 0 0 1 0
Str. faecalis 1 | 0 0 1 4
E. coli 8 15 3 5 5 10
Proteus mirabilis 0 1 0 1 0 0
- Pro. morganti 1 1 0 1 1 0
2 Klebsiella sp. 2 3 2 3 0 0
vg Enterobacter sp. 5 2 2 1 3 1
0 Citrobacter sp. 2 0 1 0 1 0
E Serratia marcescens 1 0 1 0 0 0
v Pseudomonas aeruginosa 6 3 4 0 2 3
Ps. cepacia 1 3 0 1 1 2
Ps. maltophilia 1 0 1 0 0 0
Other GNR. 1 3 1 2 0 1
Bacteroides fra, ss. fragilis 5 4 3 2 2 2
Other ANB. 0 1 0 1 0 0
GPC. +GPC. 1 0 0 0 1 0
GNR. +GNR. 15 11 9 3 6 8
ANB. + ANB. 3 0 2 0 1 0
GPC. + GNR. 8 10 5 5 3 5
GPC. + ANB. 4 4 1 1 3 3
GNR. + ANB. 22 25 12 20 10 5
GPC. + GPC.+ ANB. 9 3 3 1 6 2
Staphylococcus aureus 2 0 1 0 1 0
Sta. epidermidis 2 1 0 1 2 0
Streptococcus sp. 2 4 2 2 0 2
5 Str. faecalis 16 12 6 4 10 8
-§ Corynebacterium sp. 1 0 1 0 0 0
E E. coli 36 27 20 17 16 10
° Proteus mirvabilis 4 3 2 1 2 2
§ Pro. vulgaris 5 5 2 3 3 2
Pro. morganii 5 5 4 3 1 2
Klebsiella sp. 15 19 11 12 4 7
Enterobacter sp. 9 5 6 3 3 2
Citrobacter sp. 2 4 2 2 0 2
Serratia marcescens ) 0 3 0 0 0 3
Pseudomonas aeruginosa - 14 8 5 4 9 4
Ps. fluorescens _ 1 0 1 0 0 0
Other GNR. 2 3 2 1 0 2
Bacteroides fra, ss. fragilis 35 27 18 18 17 9
Bacteroides sp. 9 12 3 7 6 5
8 5 3 5 5 0

Other ANB.
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Fig.1 Susceptibility for the clinical isolates Fig.2 Susceptibility for the clinical isolates
(Group A) (Group B)
I 170t 106 (Inoculum size : 10° celles/m})
Ao Susceptiblity 1o Ar(pcnmlum size 10 celloa/m) Ao Suscepiilty AP "C] APRC
B 1e-® Susceptibility 1o SBPC} APPC-group “ ~100 !éi"'gusup!ibllily to SBPC Brovp
- C ix—x Susceptibility to APPC PN (=X Susceptibility to APPC 3
e DivexSucapbily sBPc}SB"C";ﬁP_,/ E5 [prerswcoi o Sapc ) SBRC v,
£ &z
a3 £ 50 ~
3 E 50 2 H
Ep it
E £ MIC! pg/ml)
- T T T T T T T T T T T T
feoyaze” 0.10.2040.81.63.26.312.525 5 100>100
0.1 0.2 0.4 0.8 1.6 3.2 6.3 125 25 50 100 >100MIC(pg/ml) Statistical A—B :P<0.05 A—C:N.S.
Statistical A—B I P<0.001 A—C:N.S. significance C—D : P<0.001 B—D:N.S.
significance ﬁ:g ; gzgg: B—D:N.S. A—D : P<0.01
(Inoculum size : 10*celles/ml) s (Inoculum size : 10"celles/ml)
- Ao~ Susceptibilty to APPC | , - ‘e Susceptilty to APPC
S 100 s:---s::z:;i::ﬁu:i o SBAC }’“ PC-group " s 100 Be = Sneepiby ::sspc} APPC-grosp
£ C :x— Susceptibili APPC E- C :x=xSusceptibil APPC
£3 DincnSucepibity oSG ) SPC o0 E o DI Smenbity 1o Spic | SEFCEm
a3 g._'é
SE S0 £E 50
o o LY
0102 04 0.8 16 32 63125 25 50 100>100 MIClug/ml 0.10.20.40.81.63.26.312.525 50 100>100
... A—B:P<0.05 A—C:N.S. Statistica]l A—B I N.S. A—C :N.S.
fl;:f;f:;f':’eg:g : gg B—D:N.S. signifieance g:g :.?’05 B—D:N.S.
Table 7 Initial severity of clinical findings
Group A
Severity Statistical analysis
Clinical findings Drugs
++ + — U x(=+)
APPC 33 22 4
Redness N.S. N.S.
SBPC 29 20 5
APPC 25 21 13
Swelling N.S. N.S.
SBPC 26 20 8
APPC 16 20 23
Induration N.S. N.S.
SBPC 15 24 15
APPC 15 29 15
Pain N.S. N.S.
SBPC 21 21 12
APPC 17 26 16
Local heat N.S. N.S.
SBPC 20 25 9
APPC 36 17 6
Discharge N.S. N.S.
SBPC 30 18 6
APPC 18 27 14
Body temperature N.S. N.S.
SBPC 13 20 21
APPC 25 17 13
WBC N.S. N.S.
SBPC 17 18 14
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Group B
L Severity Statistical analysis
Clinical findings Drugs
++ + - U r(z+)
APPC 12 22 19
Pain N.S. N.S.
2 SBPC 15 20 20
Abdominal APPC 8 11 34 . NS
distension SBPC 1 7 M N
APPC 13 28 12
Tenderness N.S. *
SBPC 16 15 24
Muscular APPC 7 7 39 NS. NS
defense SBPC 4 4 47
APPC 0 1 52
Chest pain N.S. N.S.
SBPC 0 1 54
APPC 0 2 51
Cough N.S. N.S.
SBPC 0 1 54
APPC 0 5 48
Polypnoea N.S. N.S.
SBPC 0 2 53
APPC 0 1 52
X-ray N.S. N.S.
SBPC 0 0 55
APPC 27 23 3
Discharge N.S. N.S.
SBPC 29 20 6
APPC 22 24 7
Body temperature * »
SBPC 17 20 18
APPC 21 18 12
WBC N.S. N.S.
SBPC 17 17 19
+:P<01 « :P<0.05 N.S.: Not Significant
Table 8 Overall clinical improvement judged by committee members (Group A)
.. . Improvement Statistical
Drge No. of Overall clinical improvement rate (%) analysis
€aseS | Markedly Fairly , 2
improved Improved improved Unchanged| Undecided | M+1 | M+I+F U x
APPC| 59 20 34 3 1 1 91.5 9.6 *M)
—_— ] xR ”(M+I)
SBPC | 54 7 29 7 11 0 66.7 79.6 M4I+F
Rkl (M+I+F)

M : Markedly improved I:Improved F: Fairly improved
' IP<0.05 **:P<0.01 ***:P<0.001
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Table 9 Overall clinical improvement judged by committee members (Group B)
.. . ! isti
No. of Overall clinical improvement r‘;’g;r‘(’g/oe)me“t grt]ztlifstgal
Drugs | cases Markedl Fairl
rkedly airly -
improved Improved improved Unchanged | Undecided | M+1 | M+I+F| U X
APPC 53 18 29 2 3 1 88.7 92.5 (M)
LR RS l..(M+I)
SBPC 55 10 16 10 18 1 47.3 65.5 **(M+I+F)
M : Markedly improved I:Improved F : Fairly improved
1 P<01 **:P<0.01 ***:P<0.001
Table 10  Overall clinical improvement classified by depth of infection in
Group A by committee members
s Improvement Statistical
Depth of No. of QOverall clinical improvement rate (%) analysis
infection Drugs cases [yroe dly Fairly
improved Improved improved Unchanged | Undecided | M+I | M+I+F U X
Superficial APPC 16 9 7 0 0 0 100 100 .. (M)
wall SBPC | 23 5 11 2 5 0o | 696 | 783 *M+D)
APPC 43 11 27 3 1 1 88.4 95.3 (M)
Deepwall *s
SBPC 31 2 18 5 6 0 64.5 80.6 *(M+])
M : Markedly improved I:Improved F : Fairly improved
+ 1 P<01l *:P<0.05 **:P<0.01

Fig.3 Overall clinical improvement judged by

committee members

Group A

o Markedl
imi)roveg B&J Improved
Unchanged [_] Undecided

4+ P<0.1 % P<0.05 %% : P<0.01
*xx 1 P <0.001

Fairly
improved

DA R TEEDEL D, APPC OHEFEEA SB
PCorhXihT LhTuwi, ZDET APPC 5
B, SBPC #f: 53¢l L ABEDEFTH - 7o

2. AERBALARE O EIEEE

AABREAEREOIER - TROBE (4, +, —) Jlic,
TEABBOEARERE 25 &, Table7 iwxlicts
b, ABTREHR ER ES EE B HE &
BE IUCANBREOWTHhOREY & - Th, WERF
Rlic & Rdich - 7ch’, BEBTIHERS JUCGROE
EEOEL O APPC BEHICEBC £ Zvbh
foo UL, ZOfhD B, B s XK
AT R & TR EEHBMCERRD bhith 27

3. KREEKRHE

1) HEZASHE

HEHB LRI D 2RI O IR BRI O LB
#% Table 8 9, Fig.3 itiRlLto ABIC W Tk
APPC #53¥ 59 fldy, EBkE 20 7, &F 34 Hl.
RLYEIH, FELH, HEFELLIHAT FFERE
HkE %) 91.5% &7ch, SBPC #5354 fl,
EWHRET B, HE 29 fl, LRHETH, FEIULA
ThbbHER 66.7% TH~ND &, ERHER P
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Table 11 Overall clinical improvement classified by sites of infection in
Group B by committee members
Overall clinical improvement Improvement Statistical
Sites of | No. of rate (%) analysis
RS | rugs
infection cases |\rorkedly Fairly .
improved Improved improved Unchanged | Undecided | M-+I | M+I4+TF U x°
Abdominal APPC 33 11 18 1 3 0 87.9 90.9 . *o(M+D)
cavity SBPC | 33 6 10 7 10 0 48.5 69.7 HM+1+F)
Perineo- APPC 19 7 10 1 0 1 89.5 94.7 “M+I)
pelvic .
dead space| SBPC 21 4 6 3 7 1 47.6 61.9 *M+I+F)
Plegral APPC 1 0 1 0 0 0 1/1 1/1 _ _
cavity SBPC 1 0 0 0 1 0 0/1 0/1

M : Markedly improved
+ 1P<01 *:P<0.05 **:P<0.01

0.05), HER (P<0.01) DWFHhIZHWTH, FicE
HgE fE OCHE AEOFEMAD ST DOWT
3 (P<0.001) AR HEEELRD bht, ¥,
BB\ T APPC # b Bf 53 ffih, s 18
fl, 2E 29 fl, CRHE2H, TE3IFA HEFREL
AT, SER 88.7% = xfL, SBPC #E8E 55 G,
£B%E 104, E 16 fl, °°HE 10 fl, FE 18
B, HERE LG, HER 47.3% LHNRT, HERC
BT AT 3\ T & TEABE R H &2 (P <0.001)
BED b,

ABK U BEBEREDMAACIHIT T, BWERFREO
ARHEEY HE LT 584 Table 10, 11 iR L7
ABRKVWTIE, RBDEIXHEEESIVHBEAYE
BRER LT TR L L 25, HERIIERERD
B4 APPC # 55 100%, SBPC 58 69.6% TH
h, BEKOSE 4 ¢4 APPC #52f 88.4%, SBPC
BER 64.5% Ligbh, WIhoOBA L AEAFECE
B (P<0.05) %3, FHoBEIZR W TIiL, BE
ORI, SIEEIERE L ORIl &bl THRE
Lieht, SR ekt APPC 3 55£87.9%,
SBPC 52 48.5% (P <0.01), LREIFERER T TlX
APPC #3 53¢ 89.5%, SBPC #3453 47. 6% (P <0.05)
Lieh, WFhOBA L HEFNMCEEELY B
BREECRAERL B S hEME EhEh 16
T¥Y, APPC o5 s hi- 14l %%, SBPC O
FEREIARAE L HE S R

i, FREFCEZORDOhAABOGKE BED
Efs XOR L 500 A, B BO Ao MIC oo
YT ChEORFOR ) AL EE O S 8y
RELTw a0 F 5 om0 T B 5 % fT7s» 1ok Rk

I: Improved F : Fairly improved

Table 12~15 2R LIz E B D THD. Tibb, ABD
HEHNOLMIGEETOWTLS &, FEOZBIDHK
EEICHAMNAERZIRZD T (KruskaL-WaLLIs
H-test) X6tz b APPC #5458, SBPC #53
DFENFNTLRTLEREELIRD Ieh ot (H-test),
fDFESE iR JUQHEEO MIC kowTh £R5I
DHEFECEFEZRDRDT, hHOEREFOSMDORE
DX ERUFETHFEYIET O TR 70

—7F, HEEICEBYEEY R LcfERY Table
16, 17 {75 L 720 Pseudomonas aeruginosa s X U°
Bacteroides fragilis D BMEHBPELL LT 7T A&

Fig.4 Overall clinical effectiveness judged by
surgeons

Group A

Group B

APPC
(53)

Fair

Excellent & Good

Poor []Undecided
% P<0.05 %% : P<0.01 k% ! P<0.001
N.S. : Not Significant
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Table 12 Overall clinical improvement classified by body weight in Group A
) Overall clinical improvement ig}g“(’},’/oe)me“t g;aét]listgal
BOd)ka)e’ght Drugs | No. of
g cases |Markedly Fairly .
improved Improved improved Unchanged| Undecided | M+1 | M+I+F| U X
APPC 3 2 1 100 100
~ N.S. N.S.
3 SBPC 4 3 0 1 75 75
APPC 12 3 7 2 83.3 100
_ N.S. N.S.
40~49 SBPC 25 4 12 4 5 64 80
APPC 31 8 20 1 1 1 90.3 '93.5
~ . N.S.
50~59 SBPC 21 3 11 2 5 66.7 76.2
APPC 5 3 100 100
~ N.S N.S.
60~69 | sppc 3 100 100 NS
APPC 2 3 100 100
~ N.S. N.S.
70 SBPC 1 0 100
APPC| 59 20 34 3 1 1 | 915 | 966 )
Total e M)
SBPC 54 7 29 7 11 0 66.7 79.6 ;"'D.l—‘l—iF)
M : Markedly improved I:Improved F : Fairly improved
* 1 P<0.05 **:P<0.01 ***P<0.001
KRUSKAL-WALLIS H-test
APPC : N.S.
SBPC : N.S.
Table 13  Overall clinical improvement classified by severity of tenderness in Group B
No. of Overall clinical improvement i{;‘;“gg’/oe;“em Srtglfstilgal
Tenderness | Drugs cases -
%;rrléi‘ig Improved ib;f]igrlgved Unchanged| Undecided | M+I | M+I+F U x
APPC 13 6 5 1 1 84.6 92.3
+ SBPC 16 2 6 2 6 50 75 NS.
APPC 28 10 15 1 2 89.3 92.9 .
+ sgpe | 1 ) ; ) ) 67 | ser | NS NS
_ APPC 8 1 7 100 100 .. (M4
SBPC 21 4 3 5 9 333 57.1 *M+I+F)
APPC 4 1 2 1 75 75
k J S.
Unknown | gppe | 3 1 1 1| a3 | oass | NSNS
Total APPC 53 18 29 2 3 1 88.7 92.5 on M+
SBPC 55 10 16 10 18 1 47.3 65.5 S*M+I+F)

M : Markedly improved

* 1 P<0.05

**P<0.01

KRUSKAL-WALLIS H-test

APPC: N.S.
SBPC : N.S.

I: Improved F : Fairly improved

***P<0.01
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Table 14  Overall clinical improvement classified by severity of body temperature in Group B

Overall clinical i v Improvement Statistical
g (;ggerature brege No. of verall clinical improvement rate (%) analysis
(c) Cases | Markedly I od | Fairly ' . )
improved | ImProved o oved Unchanged | Undecided | M +1 | M+1+TF U x
APPC 16 5 8 2 1 81.3 93.8 X
#®0~ lsepc| 13 2 3 3 1| 385 | eon | NS [MHD
170~379 APPC 30 9 19 0 1 1 93.3 93.3 " M+
ST I sBPC | 23 4 7 4 8 47.8 65.2 {M+1+F)
APPC 7 4 2 0 1 85.7 85.7
~36. .S. N.S.
36.9 SBPC 19 4 6 2. 7 52.6 63.2 NS S
Total APPC 53 18 29 2 3 1 88.7 92.5 e | M4D)
ot SBPC 55 10 16 10 18 1 47.3 65.5 **(M+1+F)

M : Markedly improved I:Improved F : Fairly improved
* 1 P<0.05 **:P<0.01 ***:P<0.001
KRUSKAL-WALLIS- H-test

APPC: N.S.

SBPC : N.S.

Table 15 Overall clinical improvement classified by MIC in inoculum size 10° cells/ml

. - Improvement Statistical
MIC No. of Overall clinical improvement rate (%) analysis
(g/ ml) Drugs cases Markedly Fairly .
improved Improved improved Unchanged | Undecided | M+1 | M+I+F u x:
APPC 36 10 23 1 1 1 91.7 944
< <25 * N.S.
& SBPC 23 2 15 2 4 73.9 82.6
3
2 APPC| 12 3 7 2 83.3 100
© 1 250 N.S. N.S.
SBPC 20 3 11 2 4 70.0 80.0
APPC 32 11 17 1 2 1 87.5 90.6
m | £25 N.S. [ **(M+])
I SBPC 16 5 1 5 4 1 37.5 68.8
3
5 APPC| 13 5 6 1 1 846 | 923
© 1 250 * NS.
SBPC 26 3 10 4 9 50.0 65.4

M : Markedly improved I : Improved
' IP<0.05 **:P<0.01

Group A
APPC(<25) : APPC(250) N.S.
SBPC(<25) : SBPC(250) N.S.

Group B
APPC(<25) : APPC(250) N.S.
SBPC(<25) : SBPC(250) N.S.



1374 CHEMOTHERAPY DEC. 1981

Table 16 Overall clinical improvement classified by clinical isolates (single infections)

No. of Overall clinical improvement 1{;‘;“(’%’“6“‘ Srtx;?ysstilscal
Strains | Drugs y
€455 Markedly Improved| P2 | Unchanged | Undecided | M+1 | M+I4+F | U P
improved P improved g
Staphylococcus APPC 6 3 3 100 100
sp. SBPC | 4 1 2 1 75 s | NS | NS
Streptococcus | APPC 2 2 100 100 N
Sp. SBPC 4 1 1 2 25 50 S. NS.
APPC 8 2 4 1 1 75 87.5
E. coli .S. S.
cot SBPC | 15 3 7 2 3 66.7 go | NS | NS
Klebsiella APPC 2 2 100 100 ,
Sp. SBPC 3 2 1 66.7 100 NS. NS,
Enterobacter | APPC 5 3 2 100 100 -
Sp. SBPC 2 1 1 50 100 - NS. NS.
APPC 1 1 100 100
P. 3 o o o).
roteus sp. SBPC 2 1 1 50 50 | NS N.S
APPC 8 3 5 100 100
P~ d (1] .
Sasu omonas SBPC 6 2 3 1 33.3 833 (M+I)
APPC 4 3 1 100 100
Other GNR. S. S.
o SBPC | 3 3 100 wo | NS | NS
Buteriiss |APPC | 5 2 3 100 | 100 . NS
4 fra. ss. fiagils | SBPC 4 1 1 2 333 50 -
APPC 0 — _
Other ANB. _ _
e SBPC | 1 1 100 100
APPC | 41 16 23 1 1 951 | 976 | ... |'0D
Total ses(M+])
SBPC 44 5 20 9 10 56.8 77.3 *M+I+F)

M : Markedly improved I:Improved F : Fairly improved

* 1 P<0.05 **:P<0.01 ***:P<0.001

HRE+HRIMEED 2BOBERLEOFEC KT, W
HLEEDET APPC # &£ 8 0D £ 3% SBPC
BEBDOFZNZHERTT T,

ME¥MH R, ABRBBIICERE RS0
b, EFRSP, FLRBEERTRCOERENTLD
h, ZOHEELY B LECERR SO HHERHELLT
BV BASEL, EHALHTEINAED, T b bARE
94 BICAPPC #5575 50 fl, SBPC #5%F 44 f), B
/& 81 pI(APPC #5% 44 fl, SBPC # &3 37 #)
oW TR EFIBE OB B I hic,

9, SEEOBEICBRLL, BN E g X
h AT HE S e IERFERIZI I Table 18, 19 i@
ST lkh, ABCH\TiL APPC # & 2 90%, SB
PC #5538 50% DMEHKLETH H (P<0.001), B

Bz $\~ Tt APPC #EF 79.5%, SBPC #538
51.4% DEEETHbH (P<0.05), “WThOBEW
TH AR OMENERRCEREL RO

FHEMEHT, ThEhOEAN%L 7o 5 E % Table
20 iR L1, Pseudomonas aeruginosa = ¥ \» TIX
APPC # 5 3% 20 ¥krh 17 #;, SBPC #E8 11 ¥
5HANEL T, APPC # 5 B CiNAROEWE
AxRD, 77 ABERER LU0 75 ARERE
Td E.coli, Klebsiella pneumoniae 3 % (NP -0
B Bacteroides fragilis 7z ¥ 3\~ T4 APPC #55
CEWHEERY RN, AEERRD b2

2) FHREHE

EHREC X D HE IR ERYE % Table 21, 22,
Fig.4 @R L1o ABIC I\ Tk APPC 58 59



Table 17 Overall clinical improvement classified by clinical isolates (mixed infections)
Overall clinical improvement Improvement Statistical
. No. of rate (%) analysis
Mixed Dr 0. O
. . ugs
infection €ases | \arkedly Fairly .
improved Improved improved Unchanged | Undecided | M+1 | M+I1+F U x
APPC 1 1 100 100
GPC.+GPC. SBPC 0 N _ — —
APPC 15 6 7 2 86.7 100
\§ J
GNRA+CNR-| eppe | 11 3 7 1 909 | 09 | NS | NS
APPC 3 3 100 100
+ANB. — _
ANB.+ANB SBPC 0 _ B
APPC 8 1 6 1 87.5 87.5
J
GRCAGNR | sppe | 10 1 4 1 3 1 50 o | NS NS
APPC 4 3 1 75 100
GPC.+ANB. SBPC A 1 1 ) 1 50 % N.S. N.S.
APPC 22 7 12 1 2 86.4 90.9 )
B. * S.
ONRAANB. cppc | 25 s | 10 3 8 56 68 NS
P . .
GPC.+GNR. | APPC 9 4 3 1 1 77.8 778 NS NS.
+ANB. | SBPC 3 1 1 1 33.3 66.7
ol | APPC| 62 18 35 4 3 2 | 85 | 919 e [OM+D
%4 sBpc | 53 9 23 6 14 1 | 604 | 717 “(M+1+F)
M : Markedly improved I:Improved F : Fairly improved
* 1P<0.05 **:P<0.01 ***:P<0.001
Table 18 Bacterial response of clinical isolates judged by committee members (Group A)
5 No. of Clinical isolates Ratg_ Oft. Statlistjcal
rugs : - eradication | analysis
cases Eradicated ggg;ﬁg{ed Replaced Persisted (%) x°
APPC 50 45 2 2 1 90
SBPC 44 22 6 10 6 50
*** P<0.001
Table 19  Bacterial response of clinical isolates judged by committee members (Group B)
No. of Clinical isolates Rate of Statistical
Drugs c 0 9 Partiall . eradication | analysis
ases Eradicated efa dicatye d Replaced Persisted (%) x
APPC 44 35 2 2 5 79.5
SBPC 37 19 4 11 3 51.4

' P<0.05
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Table 20 Bacterial responses
Statistical
Clinical isolates APPC (%) SBPC (%) analysis
Staphylococcus aureus 314 (75) 1/3 (333
Sta. epidermides 6/6 (100) 02 (0
g Streptococcus sp. 313 (100) 214 (50
© Str. faccalis 14/17 (82.4) 12/16 ( 75)
""""""" GPC Total 26/30 (86.7) 15/25 ( 60) 4
% Corynebacterium sp. 1/1 - -
E. coli 33/44 ( 79) 25/ 42 (59.5)
Proteus mirabilis 2/4 (50) 2/4 (50)
Pro. vulgaris 4/5 ( 80) 4/5 ( 80)
Pro. morganii 6/6 (100) 3/6 (50)
Klebsiella sp. 15/17 (88.2) 14/22 (63.6)
o Enterobacter sp. 11/14 (78.6) 6/7 (85.7)
3 Citrobacter sp. 4/4 (100) 3/4 (75
Serratia marcescens 1/1 (100) 1/3 (33.3)
Pseudomonas aeruginosa 17/20 ( 85) 5/11 (45.5) +
Pseudomonas sp. 3/3 (100) 3/3 (100)
Other GNR 3/3 (100) 5/6 (83.3)
GNR Total 99/121(81.8) 71/113(62.8) **
Bacteroides fra. ss fragilis 32/40 ( 80) 19/31 (61.3)
m Bacteroides sp. 9/9 (100) 7/12 (58.3)
2 Other ANB 6/8 (75) 5/6 (83.3)
ANB Total 47/57 (82.5) 31/49 (63.3) *
Total 173/209(82.8) 117/187(62.6) b
+:P<01 * :P<0.05 **:P<0.01 ***:P<0.001
Table 21  Overall clinical effectiveness judged by surgeons (Group A)
.. . i tistical
No. of Overall clinical effectiveness f;tféc?% asrtlgll;silga
DrUgS cases
Excellent{ Good Fair Poor |Undecided E+G |E+G+F| U X
APPC| 59 16 35 4 1 86.4 93.2 *(E)
SBPC 54 4 29 12 1 61.1 83.3 **(E+G)

E : Excellent G: Good F: Fair

* 1P<0.05 **:P<0.01 ***:P<0.001
hE%) 16 Fl, BH) 35 Hl. SXBE4 6 EL 3 6,
R 1P EBEHR CGEXD+HED 86.4% & i B DR
L, SBPC #58TiX 54 PIhEXN4 6, B 29 4,
2RHR 12 Fl, EH8H, THIGALEHR61.1%
tinh, MEFBRMOADRCEREZNBDbII, B
B\~ Tdh APPC 358 53 fiFEL 10 6, F%
30 B, XERHTH, L5600, FNH1IMAT, FHXR
X 75.5%, SBPC #¢5% Ti 55 Bk, Z%)50, &

% 20 G, ®XEL 17 F, &£ 11 6. AH2HAT,
BEHRIL 45.5% Lich, T IRRWTHEEAFREO
BEHRCEEENBD bRl

EEIRBE, EIfEML S R RARCHEL, foFHO
FRRBRYEC L TIREC > THESh tH Al
|3 Table 23, 24 Wikt &k h T, AR BEOWTHh
DOFHRET I\ T FERFRCEREZRD o

3) fER PR, BRERFOHREE
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Table 22 Overall clinical effectiveness judged by surgeons (Group B)
Overall clinical effectiven Efficacy Statistical
Drugs <I:\Losé Sof €ss rate (%) analysis
Excellent| Good Fair Poor [Undecidedl E+G |E+G+F| U x
APPC| 53 10 30 7 1 75.5 88.7
i **(E+G)
SBPC 55 5 20 17 11 2 455 76.4
E: Excellent G:Good F: Fair
**: P<0.01
Fig.5 Time course of elimination rates in clinical findings (Group A)
Redness Swelling Induration Pain
04 04 0 0
S
~ 204 20 20 201
M
g
g 40 40+ 40 401
E 60 60+ 604 60
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80 80+ 80 804
100 100 100 100

o- Local heat
8
(5]
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—
£
=
£
E
=)
80+ APPC
APPC
10017771771 — ——TT T T T 71—
1234567 1234567
days days
* 0 P<0.05, %% : P<0.01

R - TR O BEREDEA» b, HEDHD
RYFICE U B BGIC FE AR 0 e 17 - 7o Bt
% Table 25, 26 iR iz, ARCIS\TIE, BEIR (7
R), R (3R, 7H), Bk (7H), #@ (3H, 7
B), B (7 ) OER - TROWPEAVEEDOET
APPC BT S\ THL B bh 7o, ¥70, BRI
FOTE, TRTOER - TR B WTHE HEDOH
PEREDZET APPC BERFIC L Dbl

=%, ThuofEhk - Fi i b RERBEOHED
AORYEECORKE SRS L Fig.7, 8 Wit &k
T ABRRTIBEE, EE EE B8 BECH

I BRI, ASMEBE R, R RO FER - FTROM
¥ TOHKN APPC B EFCHEROETHEZ &40
= bttt

¥te, ThOOIER - FTRALOCHRER Sic 2 W
T, BORODENDOTENLHEEL LT, HHER
s B EE - BT ROREE D FHIED LB I\ TFF
M Ufcs Bt Table 27 WRLIc &R DT, ABTIE3
H, 7H, BETRLHUEAOVWTHECEWTH, WK
FIBERIC BB E X RO,

4. ElfFH
2EAXRBCHEERESC ST, BIfFRORES
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Table 23  Overall clinical usefulness judged by surgeons (Group A)
- Rate of . Statistical
No. of Overall clinical usefulness usefulness analysis

Drugs cases il

ga()t?;?i!:cﬁe]y Satisfied Saatl)rs Yo Ea(t)itsﬁed Intolerable| Not clear| C+S | C+S+F U P
APPC 59 11 35 8 3 0 78.0 91.5 *C)
SBPC 54 3 25 15 9 1 1 51.9 79.6 **(C+9S)

C : Completey satisfied S : Satisfied F : Fairly satisfied

* 1P<0l **:P<0.01 ***:P<0.001

Fig.6 Time course of elimination rates in clinical findings (Groups R)

o Pain

Abdominal

0 0 Tenderness
\ distension
\
S 201 20
L
k] . 404
R SBPC
$§ *
g 60 60
E APPC
M 804 80-
100 100 T 1T 10—
2 6 8 10 2 4 6 810
days days days
Muscular Discharge Body
04 defense 0o temperature
- A
S 204\)
\
A"
o
=404 \%
£
E o0
E
=)
80-
APPC
100~
2 4 6 810
days

* 1 P<0.05, ®*x : P<0.01

JUBERBERFEERERAOEECOVLWTHEL, BIER
SEBF LcfER%Y Table 28 12 55 L1z, APPC #
EBTI1x 136 BiF 34, SBPC # & # i 134 ffijs
18 GINEIFAEBAI L HE 2 h, MEABBCEEE
BEDLII, Linl, ThLXEIWEEIER ERKE
EHCRERERZRE L 7o & B T3, GPT LHEFI
SBPC #EBHCHEICE BD LRI U, fofER,
FERBEEEEREGRCEIRD bith ot

THREC X VEWEAD b LHEIh i iE §Il 12 Table
29 WRT LB T, MEAMMCEEZIRD DAL
Mol

III. #BELSUCER

£ 99 WRIBROEHEMTEL, FWHBRGHEY

X1 APPC & SBPC oAZER XOREHEI DV

T well-controlled study iz X h ZEIC LB HRFFL
7o
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Table 24 Overall clinical usefulness judged by surgeons (Group B)
Overall clinical usefulness Rate of Statistical
No. of usefulness(%) analysis
Drugs | cases Completely i | Fairly | Not
atisfied | Satisfied | oy satisfied (tolerable|Not clear| C+S | C+S+F ) x
APPC 53 9 29 6 7 0 2 7.7 83
LR “(C+S)
SBPC 55 4 18 18 12 1 2 40 72.7
C: Completely satisfied S: Satisfied F : Fairly satisfied
*+ . P<0.01
Table 25 Comparison of the elimination rates in clinical findings (Group A)
Statistical analysis®’
Days after APPC SBPC
Findings start of U x*-test
treatment a) . -test
E » | U2 | E P U E Erp
3 10 21 24 3 21 26.
Discharge 5 21 20 13 14 16 21 + +
7 40 10 4 19 12 19 b i v
3 23 22 10 16 16 17 +
Redness 5 39 14 2 36 6 7
7 47 6 2 38 5 6
3 32 11 3 20 18 8 * *
Swelling 5 40 5 1 35 8 3
7 45 1 0 38 6 2 * *
3 18 8 10 13 10 16
Induration 5 24 7 5 21 7 11
7 30 4 2 24 6 10 * * *
3 33 5 6 19 11 12 i -
Pain 5 38 2 4 29 8 5 + +
7 43 0 1 31 8 3 *r **
3 33 4 6 26 10 9 + +
Local heat 5 38 3 2 35 8 2
7 42 1 0 35 7 3 * *
3 27 8 12 18 4 11
Body 5 28 6 8 19 6 9
temperature 7 31 2 5 22 3 1
last 36 4 5 25 4 4
WBC last 26 9 7 16 6 13 + +

a) E: Eliminated (++ or + — —)

a) I: Improved (++ — +)

¢) U: Unchanged

a) ***: P<0.001, **: P<0.01, * :P<0.05 + :P<01
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Table 26 Comparison of the elimination rates in clinical findings (Group B)
Statistical analysis?’
Days after APPC SBPC
Findings start of U-test X -test
treatment -
Ev ™ ue’ E P U E E+P
3 9 14 27 5 12 32
Disch 5 21 12 18 20 21 + .
ischarge 7 24 9 17 13 | 23 14 .
10 33 5 12 20 17 13 .
3 20 6 8 14 5 16 + +
Pai 5 27 4 3 19 3 13 * + d
am 7 28 2 4 24 3 8
10 30 2 2 24 3 8 * + +
3 12 1 6 3 2 6
Abdominal 5 14 3 2 6 1 4
distension 7 16 0 3 6 1 4
10 17 0 2 6 2 3 * +
3 18 7 16 9 5 17
5 28 4 9 14 5 12 + +
Tenderness
7 31 4 6 18 5 8
10 37 1 3 21 4 6 * *
3 10 2 2 1 2 5 i * +
Muscular 5 11 2 1 1 2 5 . y .
defense 7 13 0 1 2 3 3 .. .
10 13 0 1 4 2 2 * +
3 19 9 19 15 7 19
Bod 5 25 7 13 17 6 17
ody o
temperature 7 32 4 8 19 7 11 +
10 27 3 4 11 3 11 i * *
last 34 4 8 17 7 17 * b *
WBC last 27 9 5 17 6 14 * *

a) E : Eliminated (++ or + — —)
d) I: Improved (++—+)
¢) U : Unchanged
d) *** 1 P<0.001, **:P<0.01,
APPC % Pseudomonas aeruginosa % ¥ &35
75 ABEHRECH L TESRT SR HEIY L b,
Mo, 77 ABERECHSEERCH L TLHENER
THLHEAARZ + 7 2 EHAR=Y) v THD,
HIHRBRYIE Y, FWECEERAT 2 0, FHahk
BAfR7s < & B RIRRESy, Y KO BIS Y S B W
U s & D& HERRYUET X OB b h ik S
BRTEDTHAH Y, FREED 77 LB HEKRE
E.coli, Klebsiella
pneumoniae, Enterobacter i ¥'® 75 rfatBE, X
LICHSHEIC E TRY, TOBRBCIIERA 7 b5

M b, Pseudomonas aeruginosa,

* 1 P<0.05 +:P<01

LAHAEMEIGRIRX h 19298 APPC 1k £+ @ HHIC
DI S F L= o) VBIFTH B,

SEHEIRIZ 3513 5 T RYEEC 3 5 LB O LB
R, FRZOEI DL, BRI h-RBRAED
oAt SR SEHE LA TR RYME 1< /T B Cefotiam
(SCE-963) & Cefazolin o H AR X UHHBHER
FEC 3 B (bR I 0 Sl B B 2 oD K O
BICHL T, ARBRBRYB Lk, Thbb, ¥
i EoERORD, NEPTELEFE—TH1D
CSEN A S A FRANCEEBG © b b HERAIBRE
L, BEERFEREOEES S X CRSEERRECRE
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Table 27  Comparison on average of elimination rates of findings
. APPC (59) SBPC (54) Student’s
Group Days after start of trial mean® .o, meantee, T-test
0.981:0.06 0.784:0.06 *
A 5 1.200.06 1.06+0.06 N.S.
1.36 + 0.04 1.124:0.06 -
, . APPC SBPC Student’s
Group Days after start of trial meants.e. meanzs.es T-test
3 0.7240.06 0.46 £0.06 **
B 5 0.96£0.06 0.62+0.06 "
7 1.0240.06 0.7640.06 i
10 1.14+0.06 0.82+0.06 =
a) Avarage of elimination rates of findings in each case
(No. of eliminated findings/ No. of observed findings)
* 1P<0.05 **:P<0.01 N.S.: Not Significant
Table 28 Side effect (Cases adopted by committee members)
Drugs APPC SBPC Statistical
No. of cases 136 134 analysis
No. of cases without side effect 134(98.5) 127(94.8) NS
F No. of cases with side effect 2( 1.5) 7( 5.2) -
Drug fever 1( 0.7) 1( 0.7) N.S.
‘E Eruption 0 2( 1.5) N.S.
S Erythema 0 1( 0.7) N.S.
E Headache 0 1( 0.7) N.S.
o Fatigue 0 1( 0.7) N.S.
b Disoder 1( 0.7) 0 N.S.
£|  Nausea 1( 0.7) 0 N.S.
Anorexia 0 1( 0.7) N.S.
Diarrhea 0 1( 0.7) N.S.
Anemia 0 1( 0.7) N.S.
No. of with normal value 135(99.3) 121(90.3) .
g No. of with abnormal value 1( 0.7) 13( 9.7)
‘;S Eosinophlia 0 3(22) N.S.
= Neutropenie 0 1( 0.7) N.S.
g Decrease of WBC 0 10 0.7) N.S.
§ Elevation of GOT 1( 0.7) 7( 5.5) +
8 Elevation of GPT 1( 0.7) 8( 6.0) *
=|  Elevation of AL-P 0 2( 15) NS.
Elevation of BUN 0 1( 0.7) N.S.

+:P<01 * :P<005 **:P<0.01 N.S.:Not Significant _
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Table 29  Side effect (Cases adopted by surgeons)
Drugs APPC SBPC Statistical
No. of cases 136 134 analysis

No. of cases without side effect 134(98.5) 127(94.8) NS
No. of cases with side effect 2( 1.5) 7( 5.2) "
Drug fever 10 0.7) 1( 0.7) N.S. )

g Eruption 2( 1.5) NS.

Q

a Erythema 0 1€ 0.7) N.S.

g Headache 0 100.7) N.S.

= Fatigue 0 10 0.7) N.S.

£ |  Disoder 10.7) 0 NS.

O Nausea 10 0.7) 0 N.S.
Anorexia 0 1( 0.7) N.S.
Diarrhea 0 1( 0.7) N.S.
Anemia 0 10 0.7) N.S.

g No. of with normal value 135(99.3) 129(96.3) NS

._‘5: No. of with abnormal value 1( 0.7) 5( 3.7) ’

& | Eosinophlia 0 1(0.7) NS.

§ Decrease of WBC 0 1( 0.7) NS.

§ Elevation of GOT 1( 0.7) 2( 1.5) NS.

< Elevation of GPT 1( 0.7) 3(2.2) N.S.

= Elevation of AL-P 0 2( 1.5) NS.

N.S.: Not Significant

L, TRFhueolLThkTso s e Lio

—75, xfB#EH & L Tix, APPC t R#E Pseudomonas
sp. HEDIC ST ABREREL O 75 A BERREC
HEDETRL, MREPEDREC—RICIE AvS
AT\ SBPC®™20) @R L1, FKH O HEH IO
Tk, APPC (% in vitro D EINRFTLhTWB &,
SAEHEBUC 317 5 BYUEC X135 open trial ORBEK
BHHHT, 18 28 HWEABRLEXORTVWH I L,
Zhizxt L SBPC (3 Pseudomonas sp. X3 2HE
DB LV invitro DHFE A2 + 7 40 APPC b
BELDLLE, RADMHERYIE & & Pseudo-
monas sp. FEPECH L —ANC 1 B 10g 2MEF S h
TWwbZ b, 1H8#E &% APPC 12 2g, SBPC
3 10g &L, ZOMBEOEYXHBETH L & LT,
FEHOUBAROERCH1-> Tk, BECHTHHE
SIHIDOBIRYHFZT, »O%E, EIfFH, BREDH
ERELT, XHBRE BERGTOEABSHNAATSL S
ExRBIIE LI ZEERELE Ol Y BB 4T
L>5ZenbEL fTlebhTwns. L, $E0 AP
PC & SBPC DUBHABRTRIAEMOERED E %,
17 VRBR OB E REF DX, BROBEDOEL L
DI HHEH DM TEE LY RIFTS - LixE#ETH
olce LIchi» TARERBL, @EEFDI;NES IV

EB*RA—ELLT, SELCBAITELL, BECHTS
BEERAOFIRCBELTCOTHREOEEYBR EL LS
%, BRI SRR EIRRFC %5 T, APPC,
SBPC DWTFhh 0¥ HETD, \WH ¥ 5 well-
controlled study \Zft -7, 7, EABEELE DOEK
fER - FTROBIZEIBETER LI Cefotiam & Cefa-
zolin @ BRIV DB LICHE U TEBYBHL 7255,
OB, FHREK X TRRIAERBARIZ 2V
B—F—D}LITEMIH, 2vr—F-CLHEA
ES LT BEOHRHERKT L% H Hb LDRH R
NicBEFLL, ThyHEEARLCRE L, HEE
B&is b0 LHRT bhic—EOEECH, B0
R, EBRBEE, AEFNHE BERLECOVT
HE LT Thobb, BbhhBRBORBCERE
i, HORIOEUKVLIEB LI,
AHBRABT I\ T APPC 25 Xt d D 136 fi.
SBPC 725 & h t- 4 ® 134 f, &%k 270 fiThH~>
T ShBLMC oL THEROZL N FTS Rt
1, BHOh UHED bR 49 ANFEEL
fofo®dy, Thwbk\uic 221 HI(APPC #58 112 6,
SBPC #55f 109 f) 2\ C, FEHIFMCKTS
BEODERHET HEINBHEOEBEITibhio
BEOLERETYHER KR TR, EOST
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kEWwC, ABD APPC LB S50ke LI ko fiE fl
BELEEENRD BhAL, R, El, 4E (B
B), MERREOREBYE MELARBRENRY ¥ ©
ORE ABAECEE RBSEFEEN © b i
¥, RPEOCRE, SHRAKHORRL &FTRTREIWT,
AEAMHCHEEZIRD bRl oo —F, BRKE
COWTHRT S, HHERPF R RARNOSE, X
VEENHBEEECIAEFRMAC A RXI RS Shi
oo L L, BARROHAIRAD MIC »iRd
EYR D B, FEGC RT3 MO MIC R
BT R LS, AEDOZET APPC o350
SHNRES T o ¥, HRERDIAMOIER - FTROM
EECOWTRD E, BEOEMS XU {E T APPC

BEROFCEEEDORVEANFRIC £ < Bdbh

o

HEFAKC X5 BUBET v b b FHHUH, K
£ 20UE AL, KT L HE X i REGH
YAEKBECTHE LA, AR BEOWTHhO
Bicis\Th APPC 5 Bic BT, HFANSL,
—%, SBPC #HEFICIIRERANLSHEEL, WEHR
HT, ZTOLMCHEEENTE D b h o, ¥, EHK
E BEYELHER (A : APPC 58 71.5
%, SBPC #+5% 66.7%, BB : APPC 57 83.7
%, SBPC #5f 47.3%) =B WT, WTFhdEEH
HECEEENRZD Hh, APPC 1T L 5 &#aEEN
SBPCOZh I h TSR TUWEREN B O,

BPEY AR CRIFEELS YO HBY SLEERT,
BE T MlE, MRAE LKREMIER &MAINCKEILTE
BYEEY B L8B4, ARCHEEARBO ZhE
hREEEVED LR, WTFhoH itk T APPC
DABHEEN SBPC DI Tl too

i, BEEFE0oRDOh-GhE(AE), EXAE
O MIC(ABR X U'BE), EfBs IV H4E (BE ©
Ththie o, FRETICLREIERE O mEFRE
HokEY f7ir - 70, ZhboEFIRV-TFhi APPC
&5%, SBPC 580 L MNEEOFMIC FELRIE
LTWB Ltz bht, APPC LB AEDEL
EfR Sz iz, LLAhEYZhD APPC 58
Bpledien o &, EfE X OCHROEEED S\ ER
B APPC 53z 5\ & L1t APPC H5BAC TF7
#ThHy, ko MIC oEizo\WTh APPC D 1
ARERIL 22 ThHB DXL, SBPC » 1 AHEER
0g Lppb B kX icEMND D, MIC ©EIHEE
ROETHMEDES LELBLREDT, ARBOEY
Errotsiocizion L Bbhb,

ABRBRI O REME X v EAB L HE LB HEY
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M U AIE OU vk 48 80 175 BUICAR : APPC 4.0 50
B, SBPC 451 44 I, BM : APPC $r4.00 44 4,
SBPC #5437 fl) THH, ThBOEMND 5 b ¥k
HIBeG-pds LU BG4 b MR RICE R T, #
BT D IO M B BB LA b o, ¥k, HHBON
RILET I, MIEMKEMELBCLDRDWT, M
BEEIOR R E S rent, HIKN %R (A : APPC
B bt 90%, SBPC #:5.7% 50%, BJE : APPC #4
It 79.5%, SBPC 5.0t 51.4%) T 3\ T ijdkAINE
M WA TS bhvteo Tods, 4 DA DRI
BIRDIR A W SRFIREM) CLule LA, Streptococcus fae-
calis, E.coli, Klebsiclla pneumoniae, Pseudomonas
aeruginosa, Bacteroides fragilis ¢ Y13 SBPC #5
TRCHANT APPC RIS\ ELRY Bdi-§ DD,
BREZIED bhich oo,

=7, ThOOMEIC A REEEEE ¥ R B Lok
Pseudomonas aeruginosa %5 X. O° Bacteroides fragilis
DOBMERIDO I LU 7 7 AEHEBE+ ISR
2D BERPOFIT T T, WFhd APPC #rhi
DEBRBEELREREOETTCh T, ThbDHE
X ER D MIBEFHIRD R & BF, APPCORHEE T, 7ohs
Th 77 AEHRE, & {1 Pseudomonas aeruginosa
WEHGHIE NIRRT E D in vitro D 5 B xRS
DETISKRBLTWB bDEEZ bR

FHREC L BERHROKER, FHRIC 3\ TA
JB : APPC # 5 7% 86.4%, SBPC # 53 61.1%, B
8 : APPC ® 5.8 75.5%, SBPC #y5P¢ 45.5% & fc
h, MEAHMCERZYRD, ¥UERRALTETH4
BHEEL I —HKL T\ FRABHECKEWTLE
KREREVRBINT, AB, BE & 41 SBPC #hb#
IWHART, APPCHEMIC R\ TFOE AN EECE
Mmotse

FhEhf@4 DEER - BT R & O BAE RSO BB
COWTHRE LAKE ER -FTROMERTLTY,
HRCETLZHHTHTY, APPCEERNETCHES
BETHD, TRhLER IR VCRERBED
FTRTERACTHRILTE, FHERI\WT APPC
BEBEVERECE->TH D, 2BRAEEHEDHKEYE
fFF5dDEEL bhi,

BERBREER %Y SURIER O RBMED LTI,
THREC X DEIERD H LHE S hicEERIBIC W 3EHIRE
B, BEZExRDIh ol Lvl, HEEBLTHEA
DEIER L b BRREREEHREANCOLTHRN L
TofERTI, GPT LARIEHIh - fa SBPC &
BIAEBELED LRI, TOMOBIEE, BERE
HEEEHBRAECEREEZEIRD bhich -7,
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BlEDfE R b, RHEHRIED ke WL, APPC 1
A 2g 44k SBPC 1 Bt 10g #5545 B R L) Y
RRUTD LELHRD. —Jj, SBPC 1 AL Eitlt
RO A R 5 TH B DI L, APPC D 1 ARk,
SBPC #45-IHCHIfEA LR MR RIL L Fo DIk & D
rHEbFLLRD. Tiobb, 4EO LKA
MBART, LOHBEARZ I ai kL, hoHEHb

FTLRTWHEDT,

T CIA L FHili% # T\ 5 SBPC

AT, MHEEIEC S5 APPC oF Chiefi il
BRI LT, T TIRARNT D TH BT S AP
RIS 3BT 2 HRRB L & i < BHIliT & 5 3KH & % %
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In order to ascertain clinical usefulness of apalcillin (APPC) objectively, a well-controlled com-
parative study was performed at 99 institutions using sulbenicillin (SBPC) as the control drug in
the patients of postoperative wound infections (Trial A) and postoperative localized peritonitis and/or
dead space infections(Trial B). (Total number of patients were 113 in Trial A and 108 in Trial B).
Either 1g of APPC or 5g of SBPC was administered to patients by i.v. drip infusion twice a day
for 7days in Trial A and 10days in Trial B. The results obtained are as follows:

1) Overall clinical improvement rates were 91.5% in APPC group and 66.7% in SBPC group
in Trial A, and 88.7% in APPC group and 47.3% in SBPC group in Trial B. In both trials, APPC
was significantly superior to SBPC.

2) When overall clinical improvement rates of both drugs were compared in subgroups divided by
the depth of infections at the lesions, APPC was significantly superior to SBPC in all subgroups in
both Trial A and B.

3) As to bacteriological effects, eradication rates of clinical isolates were 90% in APPC group,
50% in SBPC group in Trial A and 99% in APPC group, 51.4% in SBPC group in Trial B. Thus,
APPC was significantly superior to SBPC in both Trial A and B.

4) Rates of clinical effectiveness judged by the surgeons for each patient were 86.4% in APPC
group, 61.1% in SBPC group in Trial A and 75.5% in APPC group, 45.5% in SBPC group in Trial
B. Thus, APPC was significantly superior to SBPC in both Trial A and B.

5) As to usefulness judged by the surgeons for each patient, APPC was significantly superior to
SBPC in both Trial A and B.

6) As to elimination on improvement of clinical symptoms and findings, days needed for such
elimination on improvement, and their elimination rate scored by points method, APPC was signi-
ficantly superior to SBPC in all items.

7) Side effects were more frequent in SBPC group than in APPC group. This was because there
were more cases of elevated GPT values in SBPC group.

When we evaluate the usefulness of APPC against post operative infections based on the above
results, we can conclude APPC is obviously more useful than SBPC even at the one fifth dose of
that of SBPC.



