HPTN 084-01 - Safety, Tolerability and Acceptability of Long—Acting Cabotegravir for the Prevention of HIV among Adolescent Females — A Sub-study of HPTN 084

LIVE Open Report — May 19, 2022

Visit Cutoff Date: May 19, 2022

Table O2 - Accrual Summary by Site

First Last Duration of Average
Activation  Enrollment  Enrollment Accrual 2 Enrollment Total Enrolled Percentage
Site Date Date Date ! (weeks) Target 3 Enrolled per Week Enrolled
Overall 04NOV2020 03DEC2020 06AUG2021 35.3 55 55 1.6 100.0%
MU-JHU 04NOV2020 03DEC2020 06AUG2021 35.3 17 17 0.5 100.0%
Spilhaus 09APR2021  27APR2021 30JUN2021 9.3 20 20 2.2 100.0%
Ward 21 20NOV2020 09DEC2020 02JUL2021 29.4 18 18 0.6 100.0%

1 Date of most recent enroliment as of May 19, 2022.
2 Duration of accrual based on first enrollment date.

3 Qverall enrollment target is for all the sites including those that are not yet activated. Overall enrollment target indicates the protocol target and is not necessarily equal to the sum of individual site targets.

Source: SCHARP (Surabhi) - /trials/hptn/p084-01/analysis/atlas/code/open/t_accrual_summary.sas, SAS Version 9.4 (19MAY2022,5:15)
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HPTN 084-01 - Safety, Tolerability and Acceptability of Long—Acting Cabotegravir for the Prevention of HIV among Adolescent Females — A Sub-study of HPTN 084

LIVE Open Report — May 19, 2022
Visit Cutoff Date: May 19, 2022

Table O3 - Accrual Summary and Accrual by Calendar Month and Site

Overall MU-JHU Spilhaus Ward 21
Activation Date 04NOV2020 04NOV2020 09APR2021 20NOV2020
First Enroliment Date 03DEC2020 03DEC2020 27APR2021 09DEC2020
Last Enrollment Date 06AUG2021 06AUG2021 30JUN2021 02JUL2021
Total Enrolled 55 17 20 18
Enrollment Target * 55 17 20 18
Percent Enrolled 100.0% 100.0% 100.0% 100.0%
Months of Active Enrollment 2 8.1 8.1 4.1 6.9
Average Enrolled per Month 3 6.8 2.1 4.9 2.6
Accrual by Calendar Month 4
DEC2020 3(3) 2(2) -() 1(1)
JAN2021 1(4) 0(2) -() 1(2)
FEB2021 0(4) 0(2) -() 0(2)
MAR2021 4 (8) 2 (4) -() 2 (4)
APR2021 10 (18) 3(7) 2(2) 5(9)
MAY2021 12 (30) 2(9) 5(7) 5 (14)
JUN2021 19 (49) 3(12) 13 (20) 3(17)
JuL2021 3(52) 2 (14) 0 (20) 1(18)
AUG2021 3 (55) 3(17) 0 (20) 0 (18)

1 Qverall enrollment target is the protocol target. This is not necessarily equal to the sum of region targets, which are the sum of site targets which may be adjusted over time to meet the protocol target.
2 Months from first enroliment through completing enrollment target, plus months with enroliment over target. First and last months may be fractional due to enroliment start date and data cutoff date.

3 Total enrolled divided by months of active enrollment.
4 A dash (=) in the enrollment column indicates a site not in active enroliment.

Source: SCHARP (Surabhi) - /trials/hptn/p084-01/analysis/atlas/code/open/t_accrual_calmonth.sas, SAS Version 9.4 (19MAY2022,5:16)
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