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Study Type Interventional
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Study Design

Randomized controlled trial, open-label, active control,
parallel assignment
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Inclusion Criteria

1) Patients aged 65 years or older at the time of consent

2) OAB patients who has remaining symptoms (OABSS total
score >= 3 and urinary urgency >= 2)

3) MMSE score is more than 22 points and less than 26 at
screening test.
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Exclusion Criteria

1) Patients who have mental illness such as bipolar disorder,
depression, schizophrenia, depression, delirium etc. based on the
diagnostic criteria of DSM-5.

2) Patients with uncontrolled health problem such as




cardiovascular diseases, severe renal dysfunction and hepatic
failure etc. within 3 months before screening period. In case the
investigator determines that there are medically significant
risks.
3) Patients who has previous history of alcohol and/or drug abuse.
4) Patients who are considered inappropriate for participation in

this study by the investigator’s judgment
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Age Maximum

Not applicable
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Both
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Health Condition(s) or Problem(s)
Studied

Overactive bladder
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Keyword Overactive bladder
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Intervention(s)

Randomized allocation to two treatment groups*

* : treatment groups as follows;

Mirabegron group: 50mg QD po, for 52 weeks

Solifenacin succinate group: The starting dose is 5 mg QD po, for 52
weeks. If the 5 mg dose is well tolerated, the dose may be increased

to 10 mg once daily.
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Primary Outcome(s)

Change of MMSE score at 52 weeks after administration compared to

baseline
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Secondary Outcome(s) 1) Change of MMSE score at 24 weeks after administration
compared to baseline

2) Percentage of patients with a MMSE score of 21 or less

3) Percentage of patients diagnosed with dementia

4) Change from baseline in ADAS—J Cog score

5) Change from baseline in SF-36 score

6) Change from baseline in OABSS score

7)-10) Change from baseline in daily average frequency of episodes;

micturition, urgency, incontinence and Ul

11) Change from baseline in average frequency of night—time voids
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Summary Results
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Numeric Results for Two-Sample T-Test Assuming Equal Variance
Alternative Hypothesis: H1: 6 =p1-p2 #£0

Target Actual

Power Power N1 N2 N p1 p2 [} o Alpha
0.80 1.00000 0 0.0 0.0 0.0 20 0.050
0.80 1.00000 0 0.0 0.0 0.0 3.0 0.050
0.80 1.00000 0 0.0 0.0 0.0 4.0 0.050
0.80 1.00000 0 0.0 0.0 0.0 5.0 0.050
0.80 0.80136 253 253 506 0.5 0.0 0.5 2.0 0.050
0.80 0.80053 566 566 1132 0.5 0.0 0.5 3.0 0.050
0.80 0.80009 1005 1005 2010 05 0.0 0.5 4.0 0.050
0.80 0.80003 1570 1570 3140 0.5 0.0 0.5 50 0.050
0.80 0.80146 64 64 128 1.0 0.0 1.0 2.0 0.050
0.80 0.80208 143 143 286 1.0 0.0 1.0 3.0 0.050
0.80 0.80136 253 253 506 1.0 0.0 1.0 4.0 0.050
0.80 0.80044 393 393 786 1.0 0.0 1.0 5.0 0.050
0.80 0.80141 29 29 58 1.5 0.0 1.5 20 0.050
0.80 0.80146 64 64 128 15 0.0 15 3.0 0.050
0.80 0.80141 113 113 226 1.5 0.0 1.5 4.0 0.050
0.80 0.80138 176 176 352 15 0.0 15 50 0.050
0.80 0.80704 17 17 34 2.0 0.0 2.0 2.0 0.050
0.80 0.80759 37 37 74 2.0 0.0 2.0 3.0 0.050
0.80 0.80146 64 64 128 2.0 0.0 2.0 4.0 0.050
0.80 0.80365 100 100 200 2.0 0.0 20 50 0.050
0.80 0.83295 12 12 24 2.5 0.0 25 2.0 0.050
0.80 0.80677 24 24 48 25 0.0 25 3.0 0.050
0.80 0.80797 42 42 84 2.5 0.0 2.5 4.0 0.050
0.80 0.80146 64 64 128 25 0.0 25 5.0 0.050
0.80 0.84761 9 9 18 3.0 0.0 3.0 2.0 0.050
0.80 0.80704 17 17 34 3.0 0.0 3.0 3.0 0.050
0.80 0.80141 29 29 58 3.0 0.0 3.0 4.0 0.050
0.80 0.80370 45 45 90 3.0 0.0 3.0 5.0 0.050
Dropout-Inflated Sample Size
Dropout-Inflated Expected
Enroliment Number of
Sample Size Sample Size Dropouts —

Dropout Rate N1 N2 N N1 NZ' N’ D1 D2 D
25% 0

25% 0

25% 0

25% 0
25% 253 253 506 338 338 676 85 85 170
25% 566 566 1132 756 755 1510 189 189 378
25% 1005 1005 2010 1340 1340 2680 335 335 670
25% 1570 1570 3140 2084 2094 4188 524 524 1048
25% 64 64 128 86 86 172 22 22 44
25% 143 143 286 191 191 382 48 48 96
25% 253 253 506 338 338 676 85 85 170
25% 393 393 786 524 524 1048 131 131 262
25% 29 29 58 39 39 78 10 10 20
25% 64 64 128 86 86 172 22 22 44
25% 113 113 226 151 151 302 38 38 76
25% 176 176 352 235 235 470 59 59 118
25% 17 17 34 23 23 46 6 6 12
25% 37 37 74 50 50 100 13 13 26
25% 64 64 128 86 86 172 22 22 44
25% 100 100 200 134 134 268 34 34 68
25% 12 12 24 16 16 32 4 4 8
26% 24 24 48 32 32 64 8 8 16
25% 42 42 84 56 56 112 14 14 28
25% 64 64 128 86 86 172 22 22 44
25% 9 9 18 12 12 24 3 3 6
25% 17 17 34 23 23 46 6 6 12
25% 29 29 58 39 39 78 10 10 20

25% 45 45 90 60 60 120 16 15 30
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