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CLINICAL PHASE III STUDY OF CIMETROPIUM BROMIDE (DA3177)
ON THE PAIN WITH UPPER URINARY CALCULUS:
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A double-blind study was conducted to evaluate the efficacy, safety and usefulness of cimetropium
bromide (DA3177) in the patients with pain caused by upper urinary calculus at a daily dose of 75 mg
ti.d. (Group D, 97 patients) in comparison with scopolamine butylbromide at a daily dose of 60 mg
t.i.d. (Group B, 101 patients). According to patient’s impression, the rate of “moderately improved”
or better was significantly higher in Group D (68.7%) than in Group B (53.5% ; Wilcoxon 2 sample
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test: p=0.0044). For pain, the rate of “moderately improved” or better was 69.1 % in Group D and
60.4% in Group B. In global improvement, the rate of “moderately improved” or better was
significantly higher in Group D (70.1%) than in Group B (61.4% ; Wilcoxon 2 sample test: p=
0.0469). The rate of “no problem in safety” showed no significant difference between Group D
(91.5%) and Group B (93.3%). Adverse reactions occurred in 8.5% in Group D and 6.7% in

2 <«

Group B. The major adverse reactions were “dry mouth”, “abdominal distension”, “constipation”

and “nausea’™

The rate of “useful” or better was 68.7% in Group D, and 60.4% in Group B. In

conclusion, DA3177 was confirmed to be a useful drug for patients with pain caused by upper

urinary calculus.

(Acta Urol. Jpn. 43: 525-538, 1997)
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Fig. 1. Chemical structure of cimetropium

bromide (DA3177).
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Table 2. Distribution by background factor
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Table 3. Improvement rating of patient’s impression
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p=0.2350
() : R%E&%
(%) (%)
00 p

*  BERHROHISE AT
= BRI NS P

Fig. 3. Time course of changes in the severity of pain.
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Fig. 4. Time course of changes in the frequency of pain.

Table 5. Disappearance of pain
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RO LN 72,

7) ME AR\
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REICRIEE 2 A REEHIZRDON o 7.
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Table 6. Number of day required for disappearance of pain

B 5 % o ¥ B ¥ %X ¥ T o H %K
Bs&H 1 B 2 BH 3 H 4 H 5 A 6 H 7 B MRedE AR
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D B 1 23 10 16 5 3 2 1 36 97
(1.0) (24.7) (35.1) (51.5) (56.7) (59.8) (61.9) (62.9) (100.0)

— 1 18 10 4 6 5 8 3 16 101 p=0.0827
(1.0 (8.8 (28.7) (2.7  (38.6) (43.6) (51.5)  (54.5)  (100.0)

p=0.0094
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Table 7. Global improvement rating

() : B¥%

AT . - . ke 95 % fEHEXH
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WERDENIN%EEXHE

=0.0469
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p‘: .
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Table 8. Overall safety rating
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():%
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Table 10. Global improvement rating stratified analysis by background factor
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B # 2(2.0 3(50.0 2 (70.0) 3 0 10
FHMEE D B 15 (4.9 10 (7.4 4 (82.9 1 5 35 p=0.1376
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Fig. 5. Time course of the accumulated disappearance of pain (stratified
by severity of pain before administration).
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