APPENDIX J:
HPTN 046 ADVERSE EVENT REPORTING AND DOCUMENTATION REQUIREMENTS* 

	
	Adverse Event
	Relationship to Open-Label NVP and Study Product
	required

reporting

Duration  
	AE Log CRF (DataFax to SDMC)
	EAE Form (to DAIDS RCC within 3 business days of site awareness)

	Serious Adverse

Events  


	Results in Death
	Regardless of relationship
	Duration of study
	YES
	YES

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

	
	Requires or prolongs hospitalization
	Probably not related

Possibly related

Probably related

Definitely related
	Duration of study
	YES
	YES

	
	Requires intervention to 

prevent significant

incapacity/permanent

disability or death
	Probably not related

Possibly related

Probably related

Definitely related
	Duration of study
	YES
	YES

	
	Is immediately life-threatening 
	Probably not related

Possibly related

Probably related

Definitely related
	Duration of study
	YES
	YES

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

	Non-Serious Adverse 

Events
	Grade 3 or 4 skin rash**
	Regardless of relationship
	Duration of study
	YES
	YES

	
	Grade 3 or 4 ALT**
	Regardless of relationship
	Duration of study
	YES
	YES

	
	All other non-serious AEs 
	Regardless of relationship
	Through 8 months of life
	YES
	NO


*
All AEs must be documented in the participant’s source record for the duration of the study, regardless of seriousness, severity or relatedness.  

**These events could be serious; refer to definition of SAE.  Regardless, they are considered EAEs in HPTN 046.
