MTN 024 - Study of Dapivirine Vaginal Ring (VR) in a Postmenopausal Female Population
Data as of December 7, 2015

Visit Adherence: Completion of Procedures by Sitel

Birmingham, AL Cleveland, OH Pittsburgh, PA All Sites

Participants Enrolled 32 32 32 96
1. Adherence Assessment Required and Expected 95 95 94 284
Completed 95 (100.0%) 95 (100.0%) 94 (100.0%) 284 (100.0%)

2. Physical Exams Required and Expected 159 159 158 476

Completed

159 (100.0%)

159 (100.0%)

158 (100.0%)

476 (100.0%)

3. Pelvic Exams Required and Expected

89

95

94

278

Completed 89 (100.0%) 95 (100.0%) 94 (100.0%) 278 (100.0%)
4. Serum Chemistries (AST/ALT/Creatinine) Required and Expected 63 63 64 190
Completed 63 (100.0%) 63 (100.0%) 64 (100.0%) 190 (100.0%)
5. Hemograms Required and Expected 63 63 64 190
Completed 63 (100.0%) 63 (100.0%) 64 (100.0%) 190 (100.0%)
6. HIV-1 Tests Required and Expected 63 63 64 190
Completed 63 (100.0%) 63 (100.0%) 64 (100.0%) 190 (100.0%)
7. Trichomoniasis, Gonorrhea and Chlamydia Tests Required and Expected 32 32 32 96

Completed

32 (100.0%)

32 (100.0%)

32 (100.0%)

96 (100.0%)

8. Plasma for PK Required and Expected

89

95

94

278

Completed

89 (100.0%)

95 (100.0%)

94 (100.0%)

278 (100.0%)

9. Plasma for Archive Required and Expected

32

32

32

96

Completed

32 (100.0%)

32 (100.0%)

32 (100.0%)

96 (100.0%)

10. Vaginal Smear for Gram Stain Required and Expected

92

95

94

281

Completed

92 (100.0%)

95 (100.0%)

94 (100.0%)

281 (100.0%)

1 This report includes all protocol-requered procedures from screening, enrollment, and follow-up visits as appropriate.
Follow-up visit procedures are expected 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 Case Report Form (CRF), the procedures for that visit will not be included as expected.

Source: SCHARP (janne) - /trials/mtn/p024/reporting/progress/code/t_visit_adhere_site.sas, SAS Version 9.4 (08DEC2015,6:02)
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11. Vaginal Fluid pH Required and Expected 92 95 94 281
Completed 91 (98.9%) 95 (100.0%) 94 (100.0%) 280 (>99%)

Not Completed 1(1.1%) 0 (0.0%) 0 (0.0%) 1 (0.4%)

12. Quantitative vaginal culture Required and Expected 92 95 94 281

Completed

92 (100.0%)

95 (100.0%)

94 (100.0%)

281 (100.0%)

13. CVL for biomarkers Required and Expected 62 63 63 188
Completed 61 (98.4%) 63 (100.0%) 63 (100.0%) 187 (99.5%)
Not Completed 1 (1.6%) 0 (0.0%) 0 (0.0%) 1 (0.5%)
14. Vaginal Swab for biomarkers Required and Expected 62 63 63 188
Completed 61 (98.4%) 63 (100.0%) 63 (100.0%) 187 (99.5%)
Not Completed 1 (1.6%) 0 (0.0%) 0 (0.0%) 1 (0.5%)
15. Vaginal fluid for PK Required and Expected 41 45 48 134
Completed 41 (100.0%) 45 (100.0%) 48 (100.0%) 134 (100.0%)
16. Cervical biopsy for PK Required and Expected 5 2 8 15

Completed

5 (100.0%)

2 (100.0%)

8 (100.0%)

15 (100.0%)

17. Used Vaginal Ring Specimen Storage Required and Expected 92 95 94 281
Completed 92 (100.0%) 94 (98.9%) 94 (100.0%) 280 (>99%)
Not Completed 0 (0.0%) 1(1.1%) 0 (0.0%) 1 (0.4%)
18. Baseline CASI Questionnaire Required and Expected 32 32 32 96

Completed

32 (100.0%)

32 (100.0%)

32 (100.0%)

96 (100.0%)

19. Follow-up CASI Questionnaire Required and Expected 95 95 94 284
Completed 95 (100.0%) 95 (100.0%) 94 (100.0%) 284 (100.0%)
20. In-depth Interview Required and Expected 8 8 8 24

Completed

8 (100.0%)

8 (100.0%)

8 (100.0%)

24 (100.0%)

1 This report includes all protocol-requered procedures from screening, enrollment, and follow-up visits as appropriate.
Follow-up visit procedures are expected 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 Case Report Form (CRF), the procedures for that visit will not be included as expected.

Source: SCHARP (janne) - /trials/mtn/p024/reporting/progress/code/t_visit_adhere_site.sas, SAS Version 9.4 (08DEC2015,6:02)
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