MTN 030 - Pharmacokinetic and Safety Study of Dapivirine/Levonorgestrel Vaginal Rings
Data as of December 5, 2022

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

All Sites Birmingham, AL Pittsburgh, PA
Participants Enrolled 24 12 12
1. Pelvic Exam Required and Expected 96 48 48

Completed 96 (100.0%) 48 (100.0%) 48 (100.0%)
2. Ring Adherence Required and Expected 120 60 60
Completed 120 (100.0%) 60 (100.0%) 60 (100.0%)
3. Ring Insertion and Removal Required and Expected 24 12 12

Completed

24 (100.0%)

12 (100.0%)

12 (100.0%)

4. Vaginal Bleeding Assessment Required and Expected

167

84

83

Completed

167 (100.0%)

84 (100.0%)

83 (100.0%)

5. Pharmacokinetics Required and Expected

191

96

95

Completed

191 (100.0%)

96 (100.0%)

95 (100.0%)

6. Physical Exam Required and Expected

48

24

24

Completed

48 (100.0%)

24 (100.0%)

24 (100.0%)

7. Vital Signs Required and Expected

48

24

24

Completed

48 (100.0%)

24 (100.0%)

24 (100.0%)

8. Local Laboratory Results Required and Expected

48

24

24

Completed

48 (100.0%)

24 (100.0%)

24 (100.0%)

9. Hemotology/Differential Tests Required and Expected

48

24

24

Completed

48 (100.0%)

24 (100.0%)

24 (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 (Gayathri) - /trials/mtn/p030/analysis/atlas/9999_99/code/open/visit_adhere/t_visit_adhere_site.sas, SAS Version 9.4 (06DEC2022,7:23)
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10. HIV Tests Required and Expected 48 24 24

Completed 48 (100.0%) 24 (100.0%) 24 (100.0%)

11. Pregnancy Test Required and Expected 48 24 24

Completed 48 (100.0%) 24 (100.0%) 24 (100.0%)

12. Hormone Tests Required and Expected 24 12 12

Completed 24 (100.0%) 12 (100.0%) 12 (100.0%)

13. Day 14 Behavioural Questionnaire Required and Expected 24 12 12

Completed 24 (100.0%) 12 (100.0%) 12 (100.0%)

14. Gram Stain Required and Expected 48 24 24

Completed 48 (100.0%) 24 (100.0%) 24 (100.0%)

15. Plasma Archive Required and Expected 24 12 12

Completed 24 (100.0%) 12 (100.0%) 12 (100.0%)

16. Ring Outage Data Convergence Interview Required and 48 24 24
Expected

Completed 48 (100.0%) 24 (100.0%) 24 (100.0%)

17. Bleeding Data Convergence Interview Required and Expected 72 36 36

Completed 72 (100.0%) 36 (100.0%) 36 (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 (Gayathri) - /trials/mtn/p030/analysis/atlas/9999_99/code/open/visit_adhere/t_visit_adhere_site.sas, SAS Version 9.4 (06DEC2022,7:23)
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