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The objectives of this study were to evaluate the efficacy and toxicity of maintenance intravesical
instillation therapy with bacillus Calmette-Guerin (BCG) and epirubicin for non-muscle invasive bladder
cancer. From April 1999 to March 2010, 27 eligible patients were enrolled in this study. After receiving
one cycle of epirubicin (100 mg/100 ml) by intravesical instillation, all patients received 6 weekly alternate
intravesical instillation of BCG (80 mg/50 ml) and epirubicin (50 mg/50 ml), followed by 10 monthly
Among the 27 patients, 19 were men and 8 were women, with a median age of 62.4 years
(range, 37-78 years). Tumor pathologic stage was pTa in 25 patients, pT1 in 2 and there were no
concomitant carcinoma in situ cases. Median follow-up was 37.1 months (range, 11-82 months). The 3-
year recurrence-free and progression-free survival rates were 75.3% and 96.1%, respectively. Furthermore,
a high completion rate of 81.5% was achieved in this study. Adverse events of grade 3 or higher occurred in
3 patients (11.1%), 1 patient had anaphylaxis. Maintenance
intravesical instillation therapy with BCG and epirubicin is a favorable therapeutic option for non-muscle
Given the safety and benefit profile found in this study, appropriate patient

instillations.

There were no treatment-related deaths.

invasive bladder cancer.

selection is warranted in the future.
(Hinyokika Kiyo 59 : 153-157, 2013)
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B: BCG (Total 8 instillations)
E: Epirubicin (Total 9 instillations)
& Intravesical instillation
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E:100mg/100ml  B: 80mg/50ml/week x 3

E: 50mg/50ml/week x 3

Fig. 1. Treatment schedule.

B: 80mg/50ml/month x 5
E: 50mg/50ml/month x 5

Within 24 hours after transurethral resection,

patients received epirubicin (100 mg/100 ml) intravesical instillation.
Sequential BCG (80 mg/50 ml) and epirubicin (50 mg/50 ml) intravesical
instillation was initiated 3 weeks after transurethral resection, and was
repeated weekly for 6 weeks and monthly for 10 months successively.
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Table 1. Patient characteristics (n=27)
Characteristic No of patients

Age, years

Median (range) 62.4 (37-78)
Sex

Male/Female 19/8
Number of tumors

Single/2-7/=8 1/20/6
Tumor diameter

<3cm/=3cm 27/0
Prior recurrence rate

Primary/ <1 recurrence/year/ > 1 recur- 197/

rence/year
Category

Ta/T1 25/2
Concomitant CIS

No/Yes 27/0
Grade

G1/G2/G3 10/16/1
Recurrence risk*

Low/intermediate/high 0/27/0
Progression risk*

Low/intermediate/high 0/24/3
Follow-up, months

Median (range) 37.1 (11-82)

CIS: carcinoma in situ, * Scoring system and risk category by
European Organization for Research and Treatment of Cancer

(EORTC).
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Fig. 2. Kaplan-Meier plots of (A) recurrence-free survival ; (B) progression-free survival ; (C) completion

rate.
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Table 2. The major treatment-related adverse events

Adverse event pljt(i)e?lis All (%Z%des 23%2?6
Urinary frequency 14 51.9
Pain on urination 12 44 .4 3.7
Gross hematuria 10 37.0 3.7
Fever (=38°C) 6 22.2
Anaphylaxis 1 3.7 3.7
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