MTN 036 - Pharmacokinetics and safety study of extended duration Dapivirine vaginal rings
Data as of December 5, 2022

Visit Adherence: Completion of Procedures During Enrollment and Follow-up?! by Site

Birmingham, Al San Francisco, CA All Sites
Participants Enrolled 25 24 49
1. Physical Exam Required and Expected 50 48 98

Completed

50 (100.0%)

48 (100.0%)

98 (100.0%)

2. Vital Signs Required and Expected

50

48

98

Completed 50 (100.0%) 48 (100.0%) 98 (100.0%)
3. Pelvic Exam Required and Expected 243 232 475
Completed 243 (100.0%) 232 (100.0%) 475 (100.0%)
4. Pregnancy Test Required and Expected 120 115 235
Completed 120 (100.0%) 114 (99.1%) 234 (99.6%)
Not Completed 0 (0.0%) 1 (0.9%) 1 (0.4%)
5. HIV Tests Required and Expected 71 70 141

Completed

71 (100.0%)

70 (100.0%)

141 (100.0%)

6. Plasma Archive Required and Expected

25

24

49

Completed

25 (100.0%)

24 (100.0%)

49 (100.0%)

7. Chemistries Required and Expected

46

46

92

Completed

46 (100.0%)

46 (100.0%)

92 (100.0%)

8. CBC with Differential and Platelets Required and Expected

46

46

92

Completed 46 (100.0%) 46 (100.0%) 92 (100.0%)
9. Plasma for PK Required and Expected 240 230 470
Completed 240 (100.0%) 230 (100.0%) 470 (100.0%)

1 Protocol-required follow-up visit procedures are expected only once the visit window has closed, and only for participants who attend the visit.
If a participant misses a visit, as documented by a Missed Visit eCRF, the procedures for that visit will not be included as expected.

Source: SCHARP (Calins) - /trials/mtn/p036/analysis/atlas/9999_99/code/open/visit_adhere/t_visit_adhere_site.sas, SAS Version 9.4 (06DEC2022,7:33)
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10. Vaginal Swabs for Microbiota Required and Expected 97 91 188
Completed 97 (100.0%) 91 (100.0%) 188 (100.0%)

11. Vaginal Gram Stain Required and Expected 97 91 188
Completed 97 (100.0%) 91 (100.0%) 188 (100.0%)

12. Cervicovaginal Fluid for PK Required and Expected 240 230 470
Completed 240 (100.0%) 230 (100.0%) 470 (100.0%)

13. Cervicovaginal Lavage for PD PK or Biomarkers Required and Expected 97 91 188

Completed

97 (100.0%)

91 (100.0%)

188 (100.0%)

14. Cervical Biopsy for PK Required and Expected 48 45 93
Completed 45 (93.8%) 45 (100.0%) 90 (96.8%)
Not Completed 3 (6.3%) 0 (0.0%) 3 (3.2%)
15. Rectal Swab for PK Required and Expected 167 160 327
Completed 167 (100.0%) 160 (100.0%) 327 (100.0%)
16. Behavioral Assessment Required and Expected 95 91 186
Completed 95 (100.0%) 91 (100.0%) 186 (100.0%)
17. In-depth Interview Required and Expected 10 12 22
Completed 10 (100.0%) 10 (83.3%) 20 (90.9%)
Not Completed 0 (0.0%) 2 (16.7%) 2 (9.1%)

1 Protocol-required follow-up visit procedures are expected only once the visit window has closed, and only for participants who attend the visit.
If a participant misses a visit, as documented by a Missed Visit eCRF, the procedures for that visit will not be included as expected.

Source: SCHARP (Calins) - /trials/mtn/p036/analysis/atlas/9999_99/code/open/visit_adhere/t_visit_adhere_site.sas, SAS Version 9.4 (06DEC2022,7:33)
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