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CLINICAL STUDIES ON TSAA-291 IN THE TREATMENT
OF BENIGN PROSTATIC HYPERTROPHY
(THE SECOND REPORT)

-+ A TRANSRECTAL ULTRASONOTOMOGRAPHIC STUDY OF
REDUCTION EFFECT ON THE PROSTATIC WEIGHT ---

Yoshikatsu Sawamura, Norihiko Murakawmi, Kiyoshi Fukazawa,
Koichi Nakavama and Ko Anpo
From the Department of Urology, School of Medicine, Toho University, Tokyo, Japan
( Director: Prof. K. Ando)

1) Twenty cases with advanced benign prostatic hypertrophy indicated for surgical treatments
were administered intramuscularly with 400 mg/week of TSAA-291 for 13 weeks:

Among them, 15 cases were closely followed up after the treatment. During the follow-up, their
prostatic weights did not change much on measurement using transrectal ultrasonotomography and
no rebound effect was recognized. 12 of 15 cases have been kept under satisfactory conditions with
symptomatic treatment only for at longest 24 months (average 14 months) after TSAA-291 treatment.

Only 3 cases needed surgical treatments up to now among the above 20 cases.

The 12 cases will be further followed up, and on relapse TSAA-291 is to be administered again.

© 2) TSAA-291 was administered intramuscularly 200 mg (I vial)/week to other 12 cases. Relief
of subjective symptoms was obtained in 9 cases (75%,), and a decrease of nocturnal frequency in 8
(67%). In 5 (429,), a reductive change was noticed on the prostatic weight. These responses were
as good as those to 400 mg (2 vials)/week, though a difference in stage of the disease might be between
the cases treated with 400 mg/week and those treated with 200 mg/week.

The variety and frequency of side effects were significantly less in the 200 mg/week group than
those in the 400 mg/week one.

The clinical improvement mentioned above indicates that a satisfactory therapeutic effect will
be obtained in proper cases with 200 mg (1 vial)/week of TSAA-291. It is therefore a question of
further studies that only the cases who fail to respond enough to the 200 mg/week treatment, are suc-
cessively treated with 400 mg/week of TSAA-291.
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Table 1.

The follow-up cases after 400 mg (2 vials) administration of TSAA-291 a week for 13 weeks.

Case{Name |Age Follw-up Subjective svmpioms Nocturnal Prostate weight [g(% ratio**)]
No. duration Effect at  Symptoms  frequency B* A* In the follow-up
the end of relapsed B* A% 1n the
(months) administra- in the f0lloW-up
tion follow-up
3 . _ _ 9 months after 21 months after 24 months after
timE. 68 24 Effective  No 42-3  2-3 49.0 38.0(77.6) 20.3(82.2) 41.5(84.7) 43.0(87.8)
. . : 16 months after 19 months after]
2 jH.1. 76 16 Ineffective Dysuria 3 3 4 23.3 22.3(55.7) 21.5(92.3) Eryosurgery ]
i . 3 months after 18 months after
3 [AN. 76 18 Effective  No 5-6 2 2 30.5 27.5(90.2) 27.0(88.5) 27.0(88.5)
Markedly 2. 18 months after
A EM 82 18 ractive MO R4-5 3 24.0 21.0(87.5) 21.5(89.6)
£ i 6 months after 21 months after
5 |I.E. 62 21 Effective No 11 1 21.8 18.3(83.9) 18.0(82.5) 16.5(75.7)
6 jM.I. 61 S Effective Poltlaki- 2 1-2 3-4 3 months after 9 months after (10 months afte
uria 24.3 22.0(9C.5) 20.7(85.2) 21.5(88.5) TUR-P
7 1T.x. 75 12 Markedly No R* 1 2 12 months after
effective 44.0 44.0(100.) 48.0(109.)
8 |Y.N. 63 13 Markedly Poliaki- R4-5 2-3 4 months after 9 months after 13 months after
effective uria 37.8 33.0(87.3) 32.3(85.4) 33.8(89.4) 36.5(96.6)
9 |T.Y. 62 12 Effective Sense of 7 2 2 3 months after 9 months after 12 months after
retention 32.5 30.0(92.3) 29.4(90.5) 28.3(87.1) 27.0(83.1)
10 {K.N. 77 3 Effective No 3-4 2 2 3 months after{ 8 months after
49.0 47.3(96.5) 45.0(91.8) Died of lung cancer
11 |S.H. 58 12 Effective No 2 0 0 10 months after 12 months after
38.5 30.0(77.9) 29.0(75.3) 29.0(75.3)
12 3yc.s. 77 9 Ineffective Dysuria 3 4 4 9 months after
24.0 22.8(95.0) 21.0(87.5)
13 |T.K. 73 19 Markedly No R* 2 1 19 months after
effective 79.8 81.5(102.) 76.5(95.9)
14 [u.s. 80 9 Markedly  No R 2 2 9 months after
effective 30.3 25.8(85.1) 26.8(88.4)
15 |K.Y. 65 9 Effective Dysuria 2 2 4-5 9 months after [Administered 400 mg x 7

34.5 32.0(92.8)

34.3(99.4)

?ntil side effects appeared
cf.Table 2, Case No. 12)

|

R%Retention of urine, B*:Before administration, A*:Just after the end of administration

- ._Weight after administration
Ratiox*(%): WeTght before administration * 100
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Fig. 1. Change of prostatic weight after TSAA-291 treatment
(400 mg x 13 weeks) in 15 follw-up cases.
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Table 2. The 12 cases treated with 200 mg (1 vial) of TSAA-291 a week for 13 weeks.

Case Name Age Weekly dose Subjective symptoms Nocturnal fregquency Prostate weight Side effect Remarks
No. x duration <Chiet . Effect B* A* Effect B* A *Ratio Effect
complaint (%)
1 N.S. 63 200mg x 13 Dysuria Effective 2-3 0-1 Effective 31.8 29.3 92.1 Ineffective No
2 S.5. & ! " Effective 2-3 2 Ineffective 24.3 22.3 91.8 [neffective No
3 T.T. 74 " " Effective 4 1-2 Effective 23.0 18.3 79.6 Markedly No
effective
4 MI. 72 " " Effective 5-6 2 Markedly 42.5 38.0 89.4 Effective No
effective
5 F.N. 73 " " Effective 3-4 2-3 Effective 64.3 67.8 105.4 Ineffective No
6 T.I. 66 " " Effective 3-4 2-3 Effective 20.3 17.8 87.7 Effective No
7 K.T. 81 " Retention Markedly R* 6 Effective 53.5 46.8 87.5 Effective No Residual urine after
of urine effective treatment: less than 30 ml
8 N.H. 75 " Dysuria Effective 2-3 2 Ineffective 31.0 28.5 91.9 Ineffective Slight pain
at the inje-
ction sites
9 Y.A. 75 " Po]]aki- Ineffective2-3 2-3Ineffective 28.5 27.5 96.5 Ineffective No
uria
10 Y.K. 73 " Dysuria Ineffective 3 3 Ineffective 30.3 25.0 82.5 Effective No
11 R.S. 76 " " Effective 4-5 2-3 Effective 24.8 24.3 98.0 Ineffective No
12 K.Y. 67 " " Ineffective4-5 2-3 Effective 34.3 33.5 97.7 Ineffective Slight fever Discontinued after administration

of 400 mg x 7(TSAA-291) on account
Jof fever and pain at the injection
site

R*: Retention of urine, B*: Before treatment, A*: Just after treatment ,*Ratio(%): ﬁg:gnz gzgo;et{rgatment x 100
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Fig. 3. Ultrasonotomograms of the prostate before and after
TSAA-291 treatment (200 mg < 13 weeks) in case No. 3
(Table 2).
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