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Fig. 1 Patterns of morphological change after
OK-432 injection. (1)

a) reduction

before after

b) ulceration

before after
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Fig. 2 Patterns of morphological change after
OK-432 injection. (2)

a) flattening

before after

b) margin obscuring

before after
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Table 1 Efficacy and patients’ back ground

[CR+PR| MR+NC+PD | Chi sq.

age < 80y/o 4 3 | NS
2 80y/o 1 7

sex male 3 4 NS
female 2 | 6

stage early 3 2 NS
advanced | 2 8

histological ~ well 4 | 5 NS
differentiation poorly 1 5

configuration protruded 4 3 | NS

depressed 1 7 |

size < 5cm 3 4 I NS
2 5cm 2 6

combination (+) 1 3 B NS
chemotherapy (—) 4 | 7

Table 2 Histological findings from biopsy
specimens (n=10)
a) Histological changes after intratumoral injection of
OK-432

histological change (:) | &) (=)

degeneration of tumor cells 5 2 | 3
appearance of necrotic foci 4 0 6
increase of cellular infiltration 6 | 2 2

b) The kinds of infiltrating cells and clinical effectivity

kinds of infiltrating cells effective (%)

plasma cell dominant | RO9Z)
lymphocyte dominant 3 | 0D ( 0%)
neutrophil dominant 9 0 (09

increase of macrophages 1 (50%)
increase of eosinophils 2 2 (100%)

7 v 7y —oRoOENE L FBRROENAXZ T Eh
106k 2 F-3 201238, 5 bEYFAXETRLh 16,
2HTh o1,

4, EREHRIG

BRATRIE BT 5 M EE O B>V THRET
Bz, PPD & X O Su-PS EERIGY FhFh 6 4l
L4z, T cell L5HAIL Y v <BRGE(RIEE 76
ZiafT Ui, PPD i o\ T2 fRTE# 6 fid 5 A2 TTE
LEBE(P<0.05)% b ch, Su-PSix4FiH 27,
Tcel X THF 4Bl ERL, Vv ABRGERE
X PHA #3#0c 7 i 5 6lic, Con-A RI¥C 4 it 2
Bl ER L2, BN I BEE R, - 12 (Fig.

131(2617)

Fig. 3 Immunological responces
a) Changes in delayed hypersensitivity measured
by skin tests.
b) Changes of T cell ratio and phytomitogen blas-
togenesis of peripheral blood lymphocytes.
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Fig. 4 Survival curves
a) Comparison between groups treated with and
without OK-432. (NS)
b) Comparison of cases with OK-432 injections
between groups with good and poor local response.
(p<0.05)
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Fig. 5 Frequency of bleeding from the tumor
surface in proportion to the repetition of injec-
tions of OK-432. Endoscopic findings and clinical
manifestations.
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Fig. 6 Body temperature after injections, compar-
ing from local responses to the treatment. (p<
0.0D
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Intratumoral Injection of OK-432 for Inoperable Gastric Cancer

Masahiro Ochiai, Takahiko Funabiki, Hiroshi Amano, Katsumi Sugiue, Shinji Fujita, Hisatomo Futawatari,
Toshiki Matsubara, Hisashi Yamaguchi, Katsuhiko Kamei, Hiroshi Fukui, Shigeru Hasegawa,
Kazufumi Arai, Kikuo Mori, Masashi Suganuma, Hiroshi Morishita, Masami Taniguchi,

Takashi Uraguchi, Yoshinori Sasayama and Atsushi Shikata
Department of Surgery, School of Medicine, Fujita Health University

Fifteen patients with inoperable gastric cancer underwent repeated intratumoral injection of OK-432. Seven
showed a reddened tumor surface following the initial two or three injections. In most of these a marked change in
configuration followed. Five of these patents showed a marked reduction of the tumor, while eight patients in
whom no color change appeared initially later showed no or minor morphological changes, and the rate of
effectiveness was estimated as 33.3%. There seemed to be no correlation between the effectivity and the patients’
background factors. In ten patients for whom serial histological findings were obtained by biopsy, inflammatory
cellular infiltration to the tumor parenchyma had increased. Among these, plasma cells were predominant in five
patients, and the rate of effectiveness was the highest in these patients. The systemic immunological responses
were determined, and did not show significant enhancement of the reactivity except in the case of the PPD skin
test. In terms of the survival rate, there was no significant difference between these patients and patients who were
treated in other ways. However, among the patients who received injections of OK-432, those with a good local
response survived longer than those who had a poor or no response. Bleeding from the tumor surface was a
complication that required much attention. One third of the patients were required to have a blood transfusion.
Fever was a commonly seen side effect, however, it is noteworthy that the higher the body temperature, the better
was the local response.
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