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CANCER IMMUNOTHERAPY WITH BCG AND ITS DERIVATIVES

——Clinical Trials
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Immunotherapy has been evaluated as a significant adjuvant therapy in addition to the conven-
tional therapies such as surgery, radiotherapy and chemotherapy. In particular, living BCG is still
most widely employed for various kinds of malignant diseases with apparent clinical effect on prolong-
ing survival period and disease-free intervals of the patients. In general these effects are apparent
when BCG are administered intratumorally. However, serious side effects including hepatic granuloma
were also reported by many investigators. Moreover, the activity of living BCG differs according to
strain, and some problems due to living bacteria remain unsolved. In order to establish the immuno-
therapy with nonviable bacterial adjuvant, some efforts have been continued. Methanol extraction
residue (MER) has an advantages of nonviability and precise dose. However, it is a partial purifi-
cation product and still contains protein component. Previous experiemnts have been shown that
cell-wall skeleton (CWS), having a principal structure of mycolic acid-arabinogalactan-mucopeptide
Further studies with BCG-CWS

revealed a potent immunotharapeutic activity for human tumors as well as syngeneic tumors in mice

complex, is a biologically active component in immunopotentiation.

and rats. In clinical trials for large numbers of cancer patients, no serious side effect were experienced.

Thus, it can be concluded that adjuvant immunotherapy with BCG-CWS is a useful therapeutic

modality for cancer patients.
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# 1 BCG o5k - &5
Weight |

Strain ‘ Route Organisms

40mg |1x105,1x 108
120 mg |6x 108
it 120 mg

Connaught id
orally

Glaxo id 50mg | 1x10°1x10°
Pasteur id 175, 150 mg 5x 1053 x 1056 x 108
inhalation 11x107,6x 108
Tice id 12x108,2x107,2 % 108
ipl 11x107
inhalation 12x107
Trudeau id 11x105
NCI id 2-8x 108
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(McKneally 503 #E?)
H 2 IHETssioxtd s BCG i 0mEt

* 2 BCG itk OEIFA

Scarification iiv injection it injection
(277 cases) (10) o (10)
Marked malaise 0% 50% 100%
High fever (39°) 5 90 60
Chillness, Sweating 8 80 50
Pruritus 70
Skin rush 3.4
Choroiditis 0.4
Adenophathy 21
Splenomegaly 16
Hepatic dysfunction 7 20
Hepatic granuloma 25(2/8) | 20(2/10)
Hypotention 40

Schwarzenberg HMO#E >
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(a) BCG-MER
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