HPTN 052: Source Documentation for Eligibility Criteria (EXAMPLE)
	Eligibility Requirements
	Source Document

	Index

	Positive HIV serology obtained within 60 days of enrollment
	HIV test results

	Sexual partner without HIV willing to participate
	Clinic notes, informed consent form

	Plans to maintain sexual relationship with identified partner
	Clinic notes

	Sexual activity (≥ 3 times in past 3 months)
	Clinic notes

	Willing to be randomized if pregnant or breast-feeding
	Clinic notes

	CD4 count (must be between 350-550 cells/mm3)
	Lab results

	Hemoglobin (must be ≥ 7.5 g/dL)
	Lab results

	Platelet count (must be ≥ 50,000/µL)
	Lab results

	AST, ALT, ALK Phos  (must be < 5 x ULN)
	Lab results

	Total bilirubin (must be < 2.5 x ULN)
	Lab results

	Creatine clearance ≥ 60 mL/min
	Lab results

	Absolute neutrophil count  ≥ 750 mm3
	Lab results

	Age (≥ 18 years old)
	Clinic notes or screening log

	Willing to disclose HIV test results to partner
	Index Eligibility Checklist or clinic note

	Location/relocation (anticipates staying in area)
	Clinic notes

	No current or previous use of ART (none except for MTCT)
	Clinic notes

	No documented or suspected hepatitis within 30 days of enrollment
	Clinic notes

	No current or previous AIDS defining illness
	Clinic notes

	No injection drug use (none within last 5 years)
	Index Eligibility Checklist or clinic note

	No experimental HIV vaccine
	Index Eligibility Checklist or clinic note

	No current or anticipated incarceration
	Index Eligibility Checklist or clinic note

	No acute therapy for serious illness within 14 days of enrollment
	Clinic notes

	No radiation or chemotherapy within 45 days of enrollment
	Clinic notes

	No active drug or alcohol dependency
	Clinic notes

	No immunomodulator or investigational therapy within 30 days of enrollment
	Clinic notes

	No vomiting or inability to swallow such that the participant cannot take the study drug
	Index Eligibility Checklist or clinic note

	No need for a prohibited medication as listed in the protocol
	Clinic notes

	No allergy/sensitivity to any study drugs or their formulations
	Clinic notes

	Any other condition that may affect study participation
	Clinic notes

	Partner

	Negative HIV serology within 14 days prior to enrollment
	HIV test results

	Sexual partner with HIV willing to participate
	Clinic notes, informed consent form

	Plans to maintain sexual relationship with identified partner
	Clinic notes

	Sexual activity (≥ 3 times in past 3 months)
	Clinic notes 

	Age (≥ 18 years old)
	Clinic notes or screening Log

	Willing to disclose HIV test results to partner
	Index Eligibility Checklist or clinic note

	Location/Relocation (anticipates staying in area)
	Clinic notes

	Injection drug use (none within last 5 years)
	Index Eligibility Checklist or clinic note

	No experimental HIV vaccine
	Index Eligibility Checklist or clinic note

	No current or anticipated incarceration
	Index Eligibility Checklist or clinic note

	Any other condition that may affect study participation
	Clinic note


____________________________
___________________

Signature of Investigator of Record
Date
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