HIV Seroconversion in MTN-003:  Specimen Collection/Testing and MTN-015 Enrollment Timing 


	MTN-003 Visit/Contact
	MTN-003 Procedures
	MTN-015 Procedures

	Sample 1 WB result received at clinic
	· Update and fax HTR case report form

· WB = positive, contact ppt to come in for Sample 2 collection as soon as possible
· WB = negative or indeterminate, request local lab to perform RNA PCR testing on Sample 1
· If RNA PCR result meets negative criteria, STOP.  Report to participant as HIV uninfected.
· If RNA PCR result meets positive criteria, contact ppt for Sample 2 collection as soon as possible.
	None

	Sample 2 collection visit 
	· Inform ppt of Sample 1 results

· Collect Sample 2 and request lab to perform:

· WB testing 
· Plasma archive
· CD4+ T cell count

· HIV-1 RNA PCR
· Schedule ppt to return for results as soon as it is expected results will be available
	· Inform participant about MTN-015 and her potential eligibility for this study

	Sample 2 WB result received at clinic
	· Update and fax HTR case report form

· WB = negative or indeterminate, contact MTN-003 NL for further guidance
· WB = positive, no action  
	· If Sample 2 WB = positive, prepare MTN-015 screening/enrollment file for the ppt

	Visit where ppt is given Sample 2 WB positive result (seroconversion is confirmed) 
	· Inform ppt of WB 2 result
· If applicable and ppt is willing to continue in MTN-003, conduct next scheduled (required) MTN-003 visit per protocol (no HIV testing required, no product dispensation)
	· If ppt is willing, conduct MTN-015 Screening and Enrollment visit
· If ppt is not willing to enroll in MTN-015 on this day, schedule MTN-015 Screening/Enrollment visit to occur as soon as ppt is willing

	Post-seroconversion follow-up visits: ppt has enrolled in MTN-015
	· Perform all required tests for the MTN-003 visit per protocol, including revised HBsAG testing schedule for seroconverters (no HIV testing required, no product dispensation)
	· Perform all required tests per protocol

	Post-seroconversion follow-up visits: ppt is not enrolled in MTN-015
	· Perform all required tests for the MTN-003 visit per the above (revised HBsAG, no HIV testing)
· In addition, at Months 1, 3, 6 and every 6 months post-seroconversion (seroconversion date = Sample 1 collection date), perform the following:
· Plasma archive

· CD4+ T cell count

· HIV-1 RNA PCR
	None
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