HTPN 052 Screening/Enrollment Log

Investigator of Record______________________
Site Name/Number:___________________
	Screening Number
	Screening Informed Consent Date

(dd-mmm-yyyy)
	Eligible

(Y/N)
	Date Enrolled

(dd-mmm-yyyy)
	PTID
	Reason(s) for failed eligibility / not enrolling
	Study Staff Initials

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


Codes for reason(s) the participant is ineligible / did not enroll in study
a. Part of HIV positive seroconcordant couple
b. HIV positive, but partner not willing to enroll in study
c. HIV positive, pregnant (run-in period)
d. HIV positive, pregnant or breastfeeding but not willing to be randomized to either study arm (full study)
e. HIV positive, female, has child-bearing potential, and not willing to use one (all ART) or two (EFV) methods of contraception

f. HIV-positive, but CD4+ cell count not in 300-500 cells/mm3 window
g. HIV positive, but hemoglobin > 7.0 g/dL
h. HIV positive, but platelet count >= 50,000/microliter
i. HIV positive, but AST (SGOT) < 5 x ULN
j. HIV positive, but ALT (SGPT) < 5 x ULN
k. HIV positive, but alkaline phosphatase < 5 x ULN
l. HIV positive, but total bilirubin < 2.5 x ULN
m. HIV positive, current or previous ART (exception for MTCT)
n. HIV positive, documented or acute hepatitis within 30 days of enrollment
o. HIV positive, current or previous AIDS-defining illness
p. Part of HIV negative seroconcordant couple
q. HIV negative, but partner not willing to enroll in study
r. Not willing to reveal HIV test results to partner
s. Has not had sex with partner 3 times in last 3 months
t. Does not plan to stay with partner
u. Less than 18 years old
v. Plans to relocate out of area or has a job or obligations that may require long absences from the area
w. Reports a history of injection drug use
x. Has received an experimental HIV vaccine
y. Incarceration in a correctional or medical facility
z. Any condition that in the opinion of the study staff would make participation in the study unsafe, complicate interpretation of stud outcome data, or otherwise interfere with achieving the study objectives
aa. Participant eligible but unwilling to enroll
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