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Table 1: Fitting of a Novel Stress Incontinence Device

Fitting Phase Treatment Phase Open Label Period
Sham >
Novel Insert Sham Novel Insert Sham Novel Insert Novel Insert
Percentage of days in which subject felt the device size selected was a good fit (%)
% Mean (SD) = - 96.6 (17.1) 98.9 (4.0) 90.3 (19.9) 87.4 (24.4)
Number of distinct sizes used during period, n of subjects (%)
1| 13@1.9%) 16 (59.3%) | 23 (74.2%) 25 (92.6%)| 25 (92.6%) 8 (38.1%)
2| 14@52%) 7(@25.9%)| 4(12.9%) 0 (0.0%) 2 (7.4%) 8 (38.1%)
=>3|  4(12.9%) 4 (14.8%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 5 (23.8%)
Most frequently used size during period, n of subjects (%)
9 (29.0%) 274%)| 7 (22.6%) 27.4%)| 6 (22.2%) 3 (14.3%)
2| 12 (38.7%) 0(0.0%) | 7(22.6%) 13.7%)| 6 (22.2%) 4 (19.0%)
3| 6(19.4%) 4(148%)| 9(29.0%) 4 (14.8%)| 8(29.6%) 7 (33.3%)
4 1(3.2%) 13 (48.1%) 2(6.5%) 10 (37.0%) 2 (7.4%) 3 (14.3%)
5 2(6.5%) 4 (14.8%) 1(32%) 6 (22.2%) 2 (7.4%) 2 (9.5%)
6 1(3.2%) 4 (14.8%) 1(3.2%) 27.4%)|  3(11.1%) 2 (9.5%)

Number of unscheduled visits during period for purposes of refitting during fitting phase, n(%)

o| 28(90.3%) 27 (100%)
1| 3.7%) 0 (0.0%)
=>2|  0(0.0%) 0 (0.0%)





