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Please apply this guidance going forward. It is not necessary to conduct a retrospective 
data review to ensure compliance with this guidance. 
 

 
REMINDERS  
 

1. Completion schedule of the Seroconverter Laboratory Results CRF (SCR-1) 

The Seroconverter Laboratory Results CRF documents CD4+ and HIV RNA test results, 
MTN-015 enrollment status, and seroconverter plasma storage for participants who 
have been confirmed as HIV-1 infected (i.e., with a final HIV status of “HIV-infected” per 
the HIV Confirmatory Results CRF).  

This form should be completed at scheduled ASPIRE study visits occurring 1 month, 3 
months, 6 months, and every 6 months thereafter post HIV infection and should be 
completed for all participants, regardless of enrollment status in MTN-015. Please refer 
to the MTN-020 Seroconverter Specimen Collection Tool on the study webpage to 
determine participant-specific seroconverter specimen scheduling. 

 

Example: A participant’s HIV rapid tests are both positive at visit month 7.0. Her 
Western Blot is also positive.  

 Documentation at Visit Month 7.0 
i. Monthly Laboratory Results (MLR-1) CRF is completed to document the 

HIV rapid test results and storage of confirmatory plasma.  
a. Confirmatory plasma storage corresponds to the LDMS primary 

specimen “Plasma for HIV Seroconversion Confirmation” with the 
other specimen ID field labeled with “CON” 

ii. HIV Confirmatory Results CRF is completed with a final HIV status of 
“HIV-infected” when confirmatory testing results are available 
 
Note: The SCR-1 CRF should not be completed at visit month 7.0. 
 

 Documentation at Visit Month 8.0  
i. Complete SCR-1 to document MTN-015 enrollment status, testing results, 

and seroconverter plasma storage. 
a. Seroconverter plasma storage corresponds to the LDMS primary 

specimen “Seroconverter Plasma Storage” with the other specimen 
ID field labeled with “SER” 

ii. Mark Item 4 “Was plasma stored for HIV confirmatory testing?” on the 
MLR-1 form as “Not required”  
 

The SCR-1 CRF should be completed for this participant at study visits 8.0, 10.0, 
13.0, 19.0 and every six months thereafter.  

 
 
iDATAFAX CORNER – No updates  


