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Supplementary Tables
	Supp Table 1. Reasons for screened participants not enrolling.

	[bookmark: IDX]
	Brazil
	Peru
	Switzerland
	USA
	Total

	Number screen failed
	58
	528
	15
	599
	1200

	Reason for not enrolling*

	HIV test result
	3 (5.2%)
	139 (26.3%)
	1 (6.7%)
	22 (3.7%)
	165 (13.8%)

	HIV risk criteria
	3 (5.2%)
	31 (5.9%)
	1 (6.7%)
	41 (6.8%)
	76 (6.3%)

	Pregnancy/breastfeeding
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)

	Unwilling to use effective   contraception as defined in the   protocol
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)
	1 ( 0.2%)
	1 ( 0.1%)

	Age
	0 (0.0%)
	2 ( 0.4%)
	0 (0.0%)
	6 ( 1.0%)
	8 ( 0.7%)

	Site assessment of participant's availability
	1 (1.7%)
	41 (7.8%)
	0 (0.0%)
	113 (18.9%)
	155 (12.9%)

	Physical exam findings, local lab results, and/or medical or psychiatric history or condition
	35 (60.3%)
	211 (40.0%)
	5 (33.3%)
	296 (49.4%)
	547 (45.6%)

	Ongoing or planned participation in another clinical trial
	0 (0.0%)
	5 (0.9%)
	0 (0.0%)
	9 (1.5%)
	14 (1.2%)

	Site assessment of participant's understanding
	0 (0.0%)
	8 (1.5%)
	0 (0.0%)
	8 (1.3%)
	16 (1.3%)

	History of organ or tissue transplant
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)
	2 (0.3%)
	2 (0.2%)

	Receipt of experimental product, humanized/human mAbs, or contraindicated medications
	0 (0.0%)
	4 (0.8%)
	1 (6.7%)
	6 (1.0%)
	11 (0.9%)

	Participant's willingness to undergo HIV testing, counseling, and receive HIV test results
	0 (0.0%)
	2 (0.4%)
	0 (0.0%)
	4 (0.7%)
	6 (0.5%)

	Unable to comply with visit schedule (work or school schedule, length of study, number of study visits)
	10 (17.2%)
	25 (4.7%)
	0 (0.0%)
	12 (2.0%)
	47 (3.9%)

	Social pressure to not participate
	0 (0.0%)
	0 (0.0%)
	1 (6.7%)
	1 (0.2%)
	2 (0.2%)

	Unwilling to have IV infusion
	1 (1.7%)
	4 (0.8%)
	0 (0.0%)
	2 (0.3%)
	7 (0.6%)

	Unable to contact/no show
	5 (8.6%)
	19 (3.6%)
	0 (0.0%)
	24 (4.0%)
	48 (4.0%)

	Individual changed their mind
	1 (1.7%)
	43 (8.1%)
	1 (6.7%)
	27 (4.5%)
	72 (6.0%)

	Unwilling to receive investigational study agents/product
	0 (0.0%)
	1 (0.2%)
	0 (0.0%)
	1 (0.2%)
	2 (0.2%)

	Other
	1 (1.7%)
	30 (5.7%)
	5 (33.3%)
	17 (2.8%)
	53 (4.4%)

	None of the above
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)

	Missing
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)
	2 (0.3%)
	2 (0.2%)

	*Sites may report more than 1 reason for not enrolling a participant, thus numbers and percentages may total to more than 100%.




	Supp Table 2. Reasons for randomized participants not enrolling.

	
	Brazil
	Peru
	Switzerland
	USA
	Total

	 Total number not enrolled
	8
	38
	1
	50
	97

	Reason for not enrolling*

	HIV test result
	0 (0.0%)
	1 (2.6%)
	0 (0.0%)
	0 (0.0%)
	1 (1.0%)

	HIV risk criteria
	0 (0.0%)
	1 (2.6%)
	0 (0.0%)
	0 (0.0%)
	1 (1.0%)

	Pregnancy/breastfeeding
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)

	Unwilling to use effective contraception as defined in the protocol
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)

	Age
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)
	1 (2.0%)
	1 (1.0%)

	Site assessment of participant's availability
	0 (0.0%)
	3 (7.9%)
	0 (0.0%)
	10 (20.0%)
	13 (13.4%)

	Physical exam findings, local lab results, and/or medical or psychiatric history or condition
	0 (0.0%)
	9 (23.7%)
	0 (0.0%)
	8 ( 16.0%)
	17 (17.5%)

	Ongoing or planned participation in another clinical trial
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)

	Site assessment of participant's understanding
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)
	1 (2.0%)
	1 (1.0%)

	History of organ or tissue transplant
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)

	Receipt of experimental product, humanized/ human mAbs, or contraindicated medications
	0 (0.0%)
	1 (2.6%)
	0 (0.0%)
	0 (0.0%)
	1 (1.0%)

	Participant's willingness to undergo HIV testing, counseling, and receive HIV test results
	0 (0.0%)
	1 (2.6%)
	0 (0.0%)
	0 (0.0%)
	1 (1.0%)

	Unable to comply with visit schedule (work or school schedule, length of study, number of study visits)
	4 (50.0%)


	3 (7.9%)


	0 (0.0%)


	6 (12.0%)


	13 (13.4%)



	Social pressure to not participate
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)
	1 (2.0%)
	1 (1.0%)

	Unwilling to have IV infusion
	1 (12.5%)
	3 (7.9%)
	0 (0.0%)
	2 (4.0%)
	6 (6.2%)

	Unable to contact/no show
	2 (25.0%)
	1 (2.6%)
	0 (0.0%)
	7 (14.0%)
	10 (10.3%)

	Individual changed their mind
	1 (12.5%)
	12 (31.6%)
	0 (0.0%)
	12 (24.0%)
	25 (25.8%)

	Unwilling to receive investigational study agents/product
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)
	1 (2.0%)
	1 (1.0%)

	Other
	0 (0.0%)
	5 (13.2%)
	1 (100.0%)
	2 (4.0%)
	8 (8.2%)

	None of the above
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)

	Missing
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)
	0 (0.0%)

	*Sites may report more than 1 reason for not enrolling a participant, thus numbers and percentages may total to more than 100%.




	Supp Table 3. Sexually transmitted infections diagnosed at enrollment (1st infusion) visit.

	STI
	Tested (N)
	Positive, n (%)
	Negative, n (%)
	Indeterminate/invalid/not done

	Syphilis
	2701
	367 (13.6%)
	2307 (85.4%)
	27 (1%)

	Gonorrhea

	Urethral
	2701
	24 (0.9%)
	
	

	Rectal 
	2701
	153 (5.7%)
	
	

	Oropharyngeal
	2701
	173 (6.4%)
	
	

	Total 
	2701
	272 (10.1%)
	2324 (86%)
	105 (3.9%)

	Chlamydia

	Urethral
	2700
	81 (3.0%)
	
	

	Rectal
	2700
	240 (8.9%)
	
	

	Total
	2700
	297 (11%)
	2298 (85.1%)
	105 (3.9%)
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