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We conducted a prospective randomized controlled study on the prophylactic effects of short-term
intravesical instillation of pirarubicin (THP) against recurrence to determine the effective admin-
istration schedule. All patients gave their informed consent.

The subjects included bladder cancer patients who had pTa or pT1, and GI or G2 cancer, and
became tumor-free after transurethral resection of the bladder tumor (TUR-BT). After dissolving 30
mg of THP into 5 ml of distilled water, physiological saline was added to adjust the total volume to 50
ml, which was then instilled into the bladder, and was retained for 5 minutes. The schedule of
instillation was for daily for 7 consecutive days from the day of TUR-BT and subsequently once a week
for 10 weeks, 17 times in total for Group I, and once every two weeks for 6 months (12 times) starting 2
weeks after TUR and subsequently once a month until one year had passed after surgery (6 times), 18
times in total for Group II.

The total number of cases was 69 (36 in Group I, 33 in Group II). The tumor-free ratios
determined by the Kaplan-Meier analysis were 93.9% in Group I and 72.7% in Group II for one year,
and 86.8% in Group I and 59.5% in Group II for two years. There was a statistically significant
difference in the tumor-free ratios between the two groups by the generalized Wilcoxon test and the Log
rank test (p=0.0145 and 0.0107, respectively). Multivariated analysis using Cox’s comparison
hazard model produced p-values of 0.0002, 0.0007, 0.0009 and 0.0040 in the order of therapeutic mode,
initial onset/recurrence, stage and number of tumor. Adverse events that forced discontinuation of the
therapy for a while occurred in 4.3%. These results demonstrated that short-term intensive
intravesical instillation of THP immediately after TUR-BT was a safe and effective therapy.

(Acta Urol. Jpn. 44: 547-552, 1998)
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tumor recurrence
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Fig. 1. Schedule of THP intravesical instilla-

tion.
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Table 1. Details of patients and tumors at entry into trial
ME 1 wEI P (X2 BRI BRI P (X2) A&t I &&t P (X2)
5 25 17 0.1253 10 10 1.0000 35 27 0.0858
z 1 5 A:0.0619 0 1 A:0.5238 1 6 A 0.0409
ki 64.5 57.8 0.4975 66.3 66.4 0.9015 65 60.7 0.4178
(40-89)  (22-75) B:0.1032 (48-80) (34-87) B:0.4047 (40-89) (22-87) B:0.182
PSO 24 21 1.0000 7 9 1.0000 31 30 1.0000
PS1 2 1 A:0.5637 2 2 A:0.6254 4 3 A:0.5337
pTa 8 13 0.0375 5 7 0.7333 13 20 0.0323
pTla 10 8 3 3 13 11
pTlb 8 1 B: 0.081 2 1 B: 0.2558 10 2 B: 0.0072
Gl 6 10 0.1830 5 6 1.0000 11 16 0.2014
G2 20 12 5 5 25 17
FLERA XM 24 20 1.0000 10 11 34 31 1.0000
FUEEIRIL M 2 2 A:0.6292 0 0 2 2 A:0.6593
1 cm i 8 8 0.9042 7 10 0.5078 15 18 0.5624
1-3 cm i 15 12 3 1 A:0.2556 18 13
3cm Pk 3 2 B:0.3328 0 0 3 2 B:0.1489
B 17 17 0.4321 3 5 0.4830 20 22 0.6346
1-418 6 2 6 6 12 8
5 fE Ll E 3 3 B:0.2382 1 0 B:0.2131 4 3 B:0.1891
4 &t 26451 2261 1041 1141 3641 3361

A: P (Fisher E#HE=), B: P (Wilcoxon JELFIIRE)
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Fig. 2. Kaplan-Meier curves of percentage of patients remaining free of recurrence

between Group I and Group II.
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Table 2. Multivariated analysis using Cox’s comparison hazard model
COX Bl = FEFIL NF— K 95% fZHRX T P=
8373 Tk ik 12.4889 3.3132-47.0765 0.0002
ME HE 8.0981 2.4220-27.0762 0.0007
RIERE pTa: pTla: pTlb 4.0085 1.7686-9.0850 0.0009
NG5 % HEE S5 5 fEKM 3.2998 1.4629-7.4430 0.0040
%% 5 @ L
NG 5 T 1 FEN: LES — — 0.9954
AR Gl:G2 — - 0.6717
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Fig. 3. Kaplan-Meier curves of percentage of patients remaining free of recurrence

between primary and recurrence.

R 260 WMELH BREIBELLIZIBTD) ©
BHot.

Z =

RIS T B S EE L CITRNES
EHNREICEIRT B Z ESRERITH B, FDHiEE
L TI3REIR BRI EG TR 2 — AR TH ), —BERYIC
BEGZERELODIENTEL. LiL, Hikic
30~90% L ®MHIZA LN DBEMATER, BRICHES
EBHOREEDS & RBEEOREITAKELRIEL % 5
TBY 22T, BRFHEENE L-Hc O
#%> BCG DBEEANEAFESHA ST 557
T7z, T OBEMEMTEASE CIIEROREE L EADR
B, BEBLMERSRy Y - VEREEL L2 5TL
5.,

4 EfER L7z pirarubicin (THP) % anthracycline
FROFEET, kLY WRBHERTEHASATY
% adriamycin (ADM) & H~NTLHEESD L,
WHIEEA % b o &L ST 52 WREESER D

EUERICORIAVZSNEH S T2 Akaza
5 S BERE Bk % B vy, ADM ICk L THP
DT AR CHIBMNIREA LAY, &0 EviiEE
WRERLIS L, IR %55 EBRTHIES
BEREHIE TS & S RAREDRE CH o707, B
BHELTIXL.9fE L THP OB DB A o2 & 2 4E L
Twbd E5259 MVBLIUAKDTH THP
EHEHBNIREDHA ADM L) 4Bl CHD o &
VHEERSIN TS, 8BS 12, THP 2K m
FICHA~NBEE S A CE L Bh oo b AL
TS, ZOX) ZHBABTSR L, mbRiTI
&wtwéﬁﬁ#6THPﬁ%%El¥ktfﬁmf
éb,ﬁ%lbﬁménfétADM;béﬁﬁﬁ
@EATE%&%%ﬁ%%h%W%ﬁﬁb%t%ie
nt.%:f,%ﬁﬁmfﬂﬁﬂw%%m&gﬁﬁm
%%u%ﬁmt1~2ﬁﬁtéhfétﬁ,THPu
ﬁwfu%n;hﬁﬁﬁﬁwﬁkﬁﬁ&%nélém
ol #IISY 12 THP 30 mg % 50 ml G L 5
FRDENEATV, ek D IE AR T 0K 5 =46~



BH, (3h . REEENE Y02 > (THP) EREEBEMPIEARE 551

60% 125 5% \V2% DAEMEEHBT, BIERIZ4~
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test (p=0.0145) & log-rank % (p=0.0107) &L
LTLMETEWIAEELRD, [HoA»I#HICK
NEEFHHIEI G o7 SOOI HETOIRBREE
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84.3% Td o7&\ i, HIIS'® D 20 mg/40
ml 5 CIRFEFEREH1ET90.4%, 246 T77.8%
EVIRERELHRTHIRFLIDTHY, 557H
EARBEN CHALBRTFHHRIBONDL Z LD
Bhb, DOEIHESRAF T2 -MIBELTADLE, =
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