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Indonesia
CRS

Ukraine
CRS

Vietnam
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 enrollment 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%)


