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Summary : Between March 1988 and September 1989, 29 patients with superficial
bladder cancer (Stages CIS, Ta and T1) were treated with intravesical bacillus Calmette-
Guerin (BCG). The patients (23 males and 6 females) ranged in age from 42 to 83 years
(average 67.4 years). A suspension containing 80mg of BCG (Tokyo-strain 172) was
instilled into the bladder once a week for 8 weeks. Six patients were treated after
transurethral resection (TUR-Bt) as prophylaxis. After treamtment, all patients indicate
no recurrence at this time. The remaining 23 patients with visible bladder tumor were
treated as antitumor effect. Of the 11 patients with CIS, 8 patients (72.7%) were proved to
be free of disease by random biopsy and urinary cytology. Three patients (27.5%) had no
evidence of CIS by random biopsy and cystoscopy but have persistent positive urinary
cytology. As for superficial tumor (Ta, T1), 9 patients (75.09%) had a complete response but
another 3 patients (25.09) indicated no response. Regarding side effects, irritable bladder
in 75%, gross hematuria in 27.6% and fever (over 38°C) in 27.6% of patients were observed.
These results suggest that intravesical BCG may be useful in the therapy of superficial
bladder cancer as well as in the prophylaxis for recurrent tumor following TUR-Bt.
However, clinical efficacy and total dose of BCG should be clarified by long term observa-
tion.
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Table 1. Participating hospitals in this BCG study

Nara Medical University
Asakayama Hospital

Nara Prefectural Nara Hospital
Nara Prefectural Mimuro Hospital
Yamato-Koriyama General Hospital
Nissei Hospital

Kaisei Hospital

Hoshigaoka Koseinenkin Hospital
Yao Hospital

Bobath Hospital

Matsusaka Chuo Hospital

(Prof. Eigoro Okajima,M. D.)
(Katsuhiro Babaya, M. D.)
(Kenji Sasaki, M. D.)
(Soichi Ohara, M. D.)
(Noboru Morita, M. D.)
(Tadashi Hiramatsu, M. D.)
(Shoichiro Ikuma, M. D.)
(Kaoru Yamada, M. D.)
(Shinji Okamoto, M. D.)
(Tsutomu Shiomi, M. D.)
(Yoshio Maruyama, M. D.)

Table 2. Patient characteristics

Mean Sex Stage Grade
Purpose  No.Pts. “poe’ ¥ ¥ CIS Ta T, Unknown 1 2 3
Auti-tumor 23 67.8 19 4 11 4 8 — 1 10 12
Prophylaxis 6 66.2 4 2 — 1 3 2 1 3 2
Total 29 67.4 23 6 11 5 11 2 2 13 14
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Table 3. Relationship between tumor stage and
anti-tumor effect

Response
No. Pts.
CR PR NC
CIS 11 8 (72.7%) 3 (27.3%) 0
Ta 4 3 (75.0%) 0 1 (25.0%)
T1 8 6 (75.0%) 0 2 (25.0%)

Table 4. Relationship between tumor grade of cancer
cells and anti-tumor effect

Response
No. Pts.
CR PR NC
Gl 1 1(100.0%) 0 0
G2 10 8 (80.0%) 1 (10.0%) 1 (10.0%)
G3 12 8 (66.7%) 2 (16.7%) 2 (16.7%)
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Table 5. Relationship between tumor recurrence and anti-tumor

effect
Response
No. Pts.
CR PR NC
Newly
diagnosed 9 8 (88.9%) 1 (11.1%) 0
case
Recurrent 1 9 (64.3%) 2 (14.3%) 3 (21.4%)

case

Table 6. Relationship between previous chemotherapy and

anti-tumor effect

Response
No. Pts.
CR PR NC
Performed 10 7 (70.0%) 1 (10.0%) 2 (20.0%)
Not performed 4 2 (50.0%) 1 (25.0%) 1 (25.0%)

Table 7. Relationship between tumor multiplicity and
anti-tumor effect

Response
No. Pts.
CR PR NC
Solitary 2 2(100.0%) 0 0
Multiple 10 7 (70.0%) 0 3 (30.0%)
CIS 11 8 (72.7%) 3 (27.3%) 0

Table 8. Relationship between PPD skin reaction and
anti-tumor effect

Response
PPD skin reaction No. Pts.
CR PR NC
— 0 0 0 0
+ 2 2(100.0%) 0 0
+ 19 14(73.7%) 3 (15.8%) 2 (10.5%)
not performed 2 1 (50.0%) 0 1 (50.0%)

Table 9. Adverse effects of BCG

Adverse effects No. Pts. %

Irritable bladder - 22 75.9
Fever (more than 38°C) 8 27.6
Gross hematuria 8 27.6
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Table 10. Relationship between adverse effect and
anti-tumor effect

Response
No. Pts.
CR PR NC

Irritable + 20 14(70.0%) 3 (15.0%) 3 (15.0%)
bladder — 3 3(100.0%) 0 0
Fever + 8 6(75.0%) 2 (25.0%) 0

- 15 11(73.3%) 1 (6.7%) 3 (20.0%)
Gross + 7 4(57.1%) 2 (28.6%) 1 (14.3%)
hematuria — 16 13(81.2%) 1 (6.3%) 2 (12.5%)
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