MTN 035 - Rectal Microbicide Acceptability, Tolerability, and Adherence

Report Generation Date: December 2, 2025
Data as of: December 2, 20201
Retention by Visit and Site COVID-19 (Interim Visits Included)*

Hillbrow, Lima,San San

Birmingham Blantyre Chiang Mai WRHI Miguel Pittsburgh Francisco All Sites

Participants Enrolled 33 31 30 30 30 33 30 217
Visit 3: Day 28/Week 4 - 1st PUEV

Expected? 5 22 6 13 0 4 0 50

Completed? 4 (80%) 21 (95%) 6 (100%) 12 (92%) 0 (-%) 4 (100%0) 0 (-%) 47 (94%)

Not Completed 1 (20%) 1 (5%) 0 (0%) 1 (8%) 0 (-%) 0 (0%) 0 (-%) 3 (6%)

Missed 1 (20%) 0 (0%) 0 (0%) 1 (8%) 0 (-%) 0 (0%) 0 (-%) 2 (4%)

Terminated Early 0 (0%) 1 (5%) 0 (0%) 0 (0%) 0 (-%) 0 (0%) 0 (-%) 1 (2%)

Not Expected 0 0 0 0 0 0 0 0

Visit 4: Day 35/Week 5 - Product Switch Visit

Expected? 6 27 6 13 0 5 0 57

Completed? 5 (83%) 26 (96%) 6 (100%) 12 (92%) 0 (-%) 5 (100%) 0 (-%) 54 (95%)

Not Completed 1 (17%) 1 (4%) 0 (0%) 1 (8%) 0 (-%) 0 (0%) 0 (-%) 3 (5%)

Missed 1 (17%) 0 (0%) 0 (0%) 1 (8%) 0 (-%) 0 (0%) 0 (-%) 2 (4%)

Terminated Early 0 (0%) 1 (4%) 0 (0%) 0 (0%) 0 (-%) 0 (0%) 0 (-%) 1 (2%)

Not Expected 0 0 0 0 0 0 0 0
Visit 5: Day 63/Week 9 - 2nd PUEV

Expected? 6 31 11 20 4 5 0 77

Completed? 5 (83%) 30 (97%) 10 (91%) 17 (85%) 3 (75%) 5 (100%) 0 (-%) 70 (91%)

Not Completed 1 (17%) 1 (3%) 1 (9%) 3 (15%) 1 (25%) 0 (0%) 0 (-%) 7 (9%)

Missed 0 (0%) 0 (0%) 1 (9%) 3 (15%) 1 (25%) 0 (0%) 0 (-%) 5 (6%)

Terminated Early 1 (17%) 1 (3%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) 0 (-%) 2 (3%)

Not Expected 0 0 0 0 0 0 0 0

1 This report includes data received at SCHARP through this date.

2 A visit is considered expected only once the participant's visit window has closed.
3 A visit is considered completed once the Visit Summary form or the Interim visit summary form for make-up visit is received at SCHARP.
4 Only visits completed or expected to be completed on or after 16 March 2020 are included in this report.

Source: SCHARP (Gayathri) - /trials/mtn/p035/analysis/atlas/9999 99/code/open/retention/t_retention_iv_site_covid19.sas, SAS Version 9.4 (02DEC2025,6:25)
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Visit 6: Day 70/Week 10 - Product Switch Visit
Expected? 6 31 12 20 5 5 0 79
Completed? 5 (83%) 30 (97%) 12 (100%) 18 (90%) 3 (60%) 5 (100%) 0 (-%) 73 (92%)
Not Completed 1 (17%) 1 (3%) 0 (0%) 2 (10%) 2 (40%) 0 (0%) 0 (-%) 6 (8%)
Missed 0 (0%) 0 (0%) 0 (0%) 2 (10%) 2 (40%) 0 (0%) 0 (-%) 4 (5%)
Terminated Early 1 (17%) 1 (3%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) 0 (-%) 2 (3%)
Not Expected 0 0 0 0 0 0 0 0
Visit 7: Day 98/Week 14 - 3rd PUEV
Expected? 10 31 19 27 13 6 0 106
Completed? 8 (80%) 29 (94%) 19 (100%) 23 (85%) 9 (69%) 6 (100%) 0 (-%) 94 (89%)
Not Completed 2 (20%) 2 (6%) 0 (0%) 4 (15%) 4 (31%) 0 (0%) 0 (-%) 12 (11%)
Missed 0 (0%) 1 (3%) 0 (0%) 4 (15%) 3 (23%) 0 (0%) 0 (-%) 8 (8%)
Terminated Early 2 (20%) 1 (3%) 0 (0%) 0 (0%) 1 (8%) 0 (0%) 0 (-%) 4 (4%)
Not Expected 0 0 0 0 0 0 0 0
Visit 8: Day 105/Week 15 - Final Termination
Visit
Expected? 10 31 22 27 14 6 0 110
Completed? 8 (80%) 26 (84%) 22 (1009%0) 26 (96%) 10 (71%) 6 (100%) 0 (-%) 98 (89%)
Not Completed 2 (20%) 5 (16%) 0 (0%) 1 (4%) 4 (29%) 0 (0%) 0 (-%) 12 (11%)
Missed 0 (0%) 4 (13%) 0 (0%) 0 (0%) 3 (21%) 0 (0%) 0 (-%) 7 (6%)
Terminated Early 2 (20%) 1 (3%) 0 (0%) 0 (0%) 1 (7%) 0 (0%) 0 (-%) 4 (4%)
Not Expected 0 0 0 0 0 0 0 0

1 This report includes data received at SCHARP through this date.
2 A visit is considered expected only once the participant's visit window has closed.

3 A visit is considered completed once the Visit Summary form or the Interim visit summary form for make-up visit is received at SCHARP.
4 Only visits completed or expected to be completed on or after 16 March 2020 are included in this report.

Source: SCHARP (Gayathri) - /trials/mtn/p035/analysis/atlas/9999 99/code/open/retention/t_retention_iv_site_covid19.sas, SAS Version 9.4 (02DEC2025,6:25)
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