MTN 023 - Study of Dapivirine Vaginal Ring (VR) in Adolescents
Data as of June 6, 2022

Visit Adherence: Completion of Procedures? by Site

Birmingham, Bronx, Denver, Fenway, Memphis, Pittsburgh,

AL NY co MA TN PA All Sites

Participants Enrolled 9 16 23 10 18 20 96
1. Adherence Assessment Required and Expected 43 82 115 45 104 115 504
Completed 43 (100.0%) 82 (100.0%) 115 (100.0%) 45 (100.0%) 104 (100.0%) 115 (100.0%) 504 (100.0%)

2. Physical Exams Required and Expected 61 114 161 65 140 155 696
Completed 61 (100.0%) 114 (100.0%) 161 (100.0%) 65 (100.0%) 140 (100.0%) 155 (100.0%) 696 (100.0%)

3. Pelvic Exams Required and Expected 31 46 63 28 53 59 280
Completed 31 (100.0%) 46 (100.0%) 63 (100.0%) 26 (92.9%) 53 (100.0%) 59 (100.0%) 278 (99.3%)

Not Completed 0 (0.0%) 0 (0.0%) 0 (0.0%) 2 (7.1%) 0 (0.0%) 0 (0.0%) 2 (0.7%)

4. Serum Chemistries (AST/ALT/Creatinine) Required and Expected 17 31 44 20 36 39 187
Completed 17 (100.0%) 30 (96.8%) 44 (100.0%) 18 (90.0%) 35 (97.2%) 39 (100.0%) 183 (97.9%)

Not Completed 0 (0.0%) 1 (3.2%) 0 (0.0%) 2 (10.0%) 1 (2.8%) 0 (0.0%) 4 (2.1%)

5. Hemograms Required and Expected 17 31 44 20 36 39 187
Completed 17 (100.0%) 30 (96.8%) 44 (100.0%) 19 (95.0%) 35 (97.2%) 39 (100.0%) 184 (98.4%)

Not Completed 0 (0.0%) 1 (3.2%) 0 (0.0%) 1 (5.0%) 1 (2.8%) 0 (0.0%) 3 (1.6%)

6. HIV-1 Tests Required and Expected 32 59 84 35 71 78 359
Completed 32 (100.0%) 59 (100.0%) 84 (100.0%) 34 (97.1%) 70 (98.6%) 78 (100.0%) 357 (99.4%)

Not Completed 0 (0.0%) 0 (0.0%) 0 (0.0%) 1 (2.9%) 1 (1.4%) 0 (0.0%) 2 (0.6%)

7. Urine hCG Required and Expected 70 130 183 72 157 169 781
Completed 70 (100.0%) 130 (100.0%) 183 (100.0%) 71 (98.6%) 157 (100.0%) 169 (100.0%) 780 (>99%)

Not Completed 0 (0.0%) 0 (0.0%) 0 (0.0%) 1 (1.4%) 0 (0.0%) 0 (0.0%) 1 (0.1%)

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 Case Report Form (CRF), the procedures for that visit will not be included as expected.

Source: SCHARP (janne) - /trials/mtn/p023/analysis/atlas/9999_99/code/open/visit_adhere/t_visit_adhere_site.sas, SAS Version 9.4 (07JUN2022,6:24)
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8. Trichomoniasis Tests Required and Expected 17 31 44 20 36 39 187
Completed 17 (100.0%) 30 (96.8%) 44 (100.0%) 17 (85.0%) 36 (100.0%) 39 (100.0%) 183 (97.9%)

Not Completed 0 (0.0%) 1(3.2%) 0 (0.0%) 3 (15.0%) 0 (0.0%) 0 (0.0%) 4 (2.1%)

9. Gonorrhea Tests Required and Expected 17 31 44 20 36 39 187
Completed 17 (100.0%) 31 (100.0%) 44 (100.0%) 19 (95.0%) 36 (100.0%) 39 (100.0%) 186 (99.5%)

Not Completed 0 (0.0%) 0 (0.0%) 0 (0.0%) 1 (5.0%) 0 (0.0%) 0 (0.0%) 1 (0.5%)

10. Chlamydia Tests Required and Expected 17 31 44 20 36 39 187
Completed 17 (100.0%) 31 (100.0%) 44 (100.0%) 19 (95.0%) 36 (100.0%) 39 (100.0%) 186 (99.5%)

Not Completed 0 (0.0%) 0 (0.0%) 0 (0.0%) 1 (5.0%) 0 (0.0%) 0 (0.0%) 1 (0.5%)

11. Plasma for PK Required and Expected 33 62 84 36 70 75 360
Completed 33 (100.0%) 62 (100.0%) 84 (100.0%) 34 (94.4%) 69 (98.6%) 75 (100.0%) 357 (99.2%)

Not Completed 0 (0.0%) 0 (0.0%) 0 (0.0%) 2 (5.6%) 1 (1.4%) 0 (0.0%) 3 (0.8%)

12. Plasma for Archive Required and Expected 9 16 23 10 18 20 96

Completed 9 (100.0%) 16 (100.0%) 23 (100.0%) 10 (100.0%) 18 (100.0%) 20 (100.0%) 96 (100.0%)
13. Vaginal Smear for Gram Stain Required and Expected 24 46 63 28 53 55 269
Completed 24 (100.0%) 46 (100.0%) 63 (100.0%) 26 (92.9%) 53 (100.0%) 55 (100.0%) 267 (99.3%)
Not Completed 0 (0.0%) 0 (0.0%) 0 (0.0%) 2 (7.1%) 0 (0.0%) 0 (0.0%) 2 (0.7%)
14. Vaginal Fluid pH Required and Expected 24 46 63 28 53 55 269
Completed 24 (100.0%) 46 (100.0%) 63 (100.0%) 26 (92.9%) 53 (100.0%) 55 (100.0%) 267 (99.3%)
Not Completed 0 (0.0%) 0 (0.0%) 0 (0.0%) 2 (7.1%) 0 (0.0%) 0 (0.0%) 2 (0.7%)

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 Case Report Form (CRF), the procedures for that visit will not be included as expected.

Source: SCHARP (janne) - /trials/mtn/p023/analysis/atlas/9999_99/code/open/visit_adhere/t_visit_adhere_site.sas, SAS Version 9.4 (07JUN2022,6:24)
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15. Quantitative vaginal culture Required and Expected 24 46 63 28 53 55 269
Completed 24 (100.0%) 46 (100.0%) 63 (100.0%) 26 (92.9%) 53 (100.0%) 55 (100.0%) 267 (99.3%)

Not Completed 0 (0.0%) 0 (0.0%) 0 (0.0%) 2 (7.1%) 0 (0.0%) 0 (0.0%) 2 (0.7%)

16. CVL for biomarkers Required and Expected 15 30 42 19 35 35 176
Completed 15 (100.0%) 30 (100.0%) 42 (100.0%) 17 (89.5%) 35 (100.0%) 35 (100.0%) 174 (98.9%)

Not Completed 0 (0.0%) 0 (0.0%) 0 (0.0%) 2 (10.5%) 0 (0.0%) 0 (0.0%) 2 (1.1%)

17. Vaginal Swab for biomarkers Required and Expected 22 43 57 21 53 55 251
Completed 22 (100.0%) 43 (100.0%) 57 (100.0%) 19 (90.5%) 53 (100.0%) 55 (100.0%) 249 (99.2%)

Not Completed 0 (0.0%) 0 (0.0%) 0 (0.0%) 2 (9.5%) 0 (0.0%) 0 (0.0%) 2 (0.8%)

18. Vaginal fluid for PK Required and Expected 31 59 78 30 70 75 343
Completed 31 (100.0%) 59 (100.0%) 78 (100.0%) 28 (93.3%) 70 (100.0%) 75 (100.0%) 341 (99.4%)

Not Completed 0 (0.0%) 0 (0.0%) 0 (0.0%) 2 (6.7%) 0 (0.0%) 0 (0.0%) 2 (0.6%)

19. Used Vaginal Ring Specimen Storage Required and Expected 42 82 113 41 104 110 492
Completed 41 (97.6%) 81 (98.8%) 105 (92.9%) 38 (92.7%) 104 (100.0%) 110 (100.0%) 479 (97.4%)

Not Completed 1 (2.4%) 1 (1.2%) 8 (7.1%) 3 (7.3%) 0 (0.0%) 0 (0.0%) 13 (2.6%)

20. Baseline ACASI Questionnaire Required and Expected 9 16 23 10 18 20 96

Completed

9 (100.0%)

16 (100.0%)

23 (100.0%)

10 (100.0%)

18 (100.0%)

20 (100.0%)

96 (100.0%)

21. Follow-up ACASI Questionnaire Required and Expected 18 33 50 28 35 38 202
Completed 18 (100.0%) 33 (100.0%) 49 (98.0%) 27 (96.4%) 35 (100.0%) 38 (100.0%) 200 (99.0%)
Not Completed 0 (0.0%) 0 (0.0%) 1 (2.0%) 1 (3.6%) 0 (0.0%) 0 (0.0%) 2 (1.0%)

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 Case Report Form (CRF), the procedures for that visit will not be included as expected.

Source: SCHARP (janne) - /trials/mtn/p023/analysis/atlas/9999_99/code/open/visit_adhere/t_visit_adhere_site.sas, SAS Version 9.4 (07JUN2022,6:24)
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