HPTN 074 - Integrated treatment and prevention for people who inject drugs: A vanguard study for a network-based randomized HIV prevention trial
comparing an integrated intervention including supported antiretroviral therapy to the standard of care
Data as of 280CT18

Table 1 - Type of Protocol Deviations and Enrollment Violations by Site

Indonesia Ukraine Vietnam
CRS CRS CRS Overall
Participants Enrolled 304 509 501 1314
Number of Protocol Deviations and Enrollment Violations 2 22 1 25
Type of Protocol Deviations and Enrollment Violations
Inappropriate enroliment 0 (0%) 2 (9%) 0 (0%) 2 (8%)
Failure to follow trial randomization or blinding procedures 0 (0%) 0 (0%) 0 (0%) 0 (0%)
Study product management deviation 0 (0%) 0 (0%) 0 (0%) 0 (0%)
Study product dispensing error 0 (0%) 0 (0%) 0 (0%) 0 (0%)
Conduct of non-protocol procedure 0 (0%) 0 (0%) 0 (0%) 0 (0%)
Breach of confidentiality 0 (0%) 0 (0%) 0 (0%) 0 (0%)
Physical assessment deviation 0 (0%) 0 (0%) 0 (0%) 0 (0%)
Lab assessment deviation 1 (50%) 0 (0%) 0 (0%) 1 (4%)
Use of non-IRB/EC-approved materials 0 (0%) 0 (0%) 0 (0%) 0 (0%)
Informed assent/consent process deviation 0 (0%) 0 (0%) 0 (0%) 0 (0%)
Other 1 (50%) 20 (91%) 1 (100%) 22 (88%)

Source: SCHARP (jzhuo) - /trials/hptn/p074/reporting/progress/code/call_pdl_report_4atlas.sas, SAS Version 9.4 (290CT2018,1:18)



