HPTN 058 Adverse Event Reporting and Additional Documentation Requirements*

	
	Adverse Event
	Relationship to Study Product
	Record event and grade in primary source documents
	AE Log (DataFax to SDMC)
	EAE Form (to DAIDS RCC within 3 business days of site awareness)

	Serious Adverse Events
	Results in Death
	Regardless of relationship
	YES
	YES
	YES

	
	Results in persistent or significant disability or incapacity
	Regardless of relationship
	YES
	YES
	YES

	
	Is a congenital anomaly or birth defect or fetal loss
	Regardless of relationship
	YES
	YES
	YES

	
	Requires or prolongs hospitalization
	Probably not related

Possibly related

Probably related

Definitely related
	YES
	YES
	YES 

	
	Is immediately life-threatening** 
	Probably not related

Possibly related

Probably related

Definitely related
	YES
	YES
	YES 

	
	Is an important medical event that requires intervention to prevent one of the outcomes listed above
	Probably not related

Possibly related

Probably related

Definitely related
	YES
	YES
	YES 

	
	All other SAEs
	Not related to study product
	YES
	YES
	NO (unless directly related to study participation)

	Non-Serious Adverse Events
	All non-serious AEs
	Regardless of relationship
	YES
	NO
	NO


*
All AEs, regardless of seriousness, severity or relatedness, must be documented in the participant’s source record and reported to the SDMC/DAIDS as appropriate through week 52 of follow-up for participants in both study arms. 

** 
Includes grade 4 lab results 

