574 WRACE 34 : 574-581, 1988

RERBEREICST o ~xT o4 v Y EARE
EEMEEDR L BRTHRHRIZOWT

KRERT m=4 v visEs (REMFA : EEEREED
BA FEXRP, B ES?, BE  RY, FHEREZY

INSTILLATION CHEMOTHERAPY WITH PEPLOMYCIN FOR

SUPERFICIAL BLADDER CANCER: CLINICAL STUDY ON

THE EFFECTS OF THE DIRECT ANTITUMOR ACTIVITY
AND OF THE PROPHYLAXIS OF RECURRENCE

Takao SoNopaA, Masao OSAFUNE,
Minoru MATsupa and Michiyuki Usamr

Osaka Peplomycin Cooperative Study Group
(Director: Prof. T. Sonoda)

Two kinds of clinical studies for intravesical instillation chemotherapy of peplomycin (PEP)
were carried out, one to evaluate the direct antitumor activity in superficial bladder cancer (study
1), and the other to evaluate the prophylactic effect on recurrence of bladder cancer after transure-
thral resection (study II).

In study I, 22 patients with low stage bladder cancer were entered, and 16 of them were eli-
gible for evaluation of efficacy. Twelve patients were treated twice a week with intracavital instillation
of 20 mg of PEP / 20 ml of saline for 4 weeks. Four patients were treated in the same way with 40
mg of PEP [ 20 ml of saline. Among the patients treated with 20 mg of PEP, two showed complete
remission and one showed partial remission. Of the patients treated with 40 mg of PEP, one show-
ed partial remission. Thus, the overall response rate was 259%.

The tumors of the two complete responders were so tiny that they might have been damaged
mechanically by the biopsy forceps. Therefore, we considered that the instillation chemotherapy
of PEP at a dose of 20 or 40 mg / 20 ml of saline had little effect on superficial bladder cancer.

In study II, we performed a randomized trial designed to compare the recurrence rate after
transurethral resection (TUR) alone with that after TUR followed by prophylactic instillation of
PEP. Ninety-four patients newly diagnosed as having low stage bladder cancer were entered in
the study. They were divided into three groups after TUR. Group A consisted of 38 patients who
were treated with weekly instillation of 20 mg of PEP | 20 ml of saline for 8 weeks. The 32 patients
in group B were treated with weekly instillation of 10 mg of PEP |/ 20 ml of saline for 8 weeks.
Group C consisted of 24 patients who were not treated by instillation therapy. All patients were
examined at three months intervals by cystoscopic observation and urine cytology. Among them,
83 patients (34 in group A, 26 in group B and 23 in group C) were eligible for evaluation of effi-
cacy.
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The actuarial non-recurrence rate for groups A, B, and C 12 months after TUR were 659%,, 64

% and 469%,, respectively. At 24 months after TUR, they were 59%, 429 and 399%,, respectively.

- There was no significant difference among the three groups. Thus, we concluded that PEP instil-
lation therapy after TUR (10 mg or 20 mg / 20 ml of saline weekly for 8 weeks) had no prophylact-

ic effect on the recurrence of bladder cancer.
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