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CLARIFICATIONS 

  
1. Follow-up ACASI Tracking (FAT-1) completion when a participant is informed of her permanent 

discontinuation from study product 
 

Item 7 instructions (on back of CRF): Document the clinic staff’s assessment of the 
appearance of the participant’s most recently‐used ring. Base this assessment only on the 
appearance of the ring, do not factor in the participant’s reported use of the ring or other 
information when marking a response. If no ring was returned (item 2 of this form is “none”), 
mark “no ring” to indicate no ring was available for this assessment at this visit. If 2 or more 
rings are collected, record the appearance of the ring most recently‐used by the participant. 
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At the visit (regular or interim) when a participant is informed she is permanently discontinued 
from study product, complete a FAT-1 CRF to document whether or not the 
PUEV/Discontinuers ACASI was administered at that visit.  
 
If the PUEV/Discontinuers ACASI is not administered (at sites not operating under Letter of 
Amendment #2, for example), complete the FAT-1 by marking item 1 “no” and in the Comments 
section, note that the PUEV ACASI was not done since not under LoA #2.   

 
Example: A participant’s Western Blot result is received at the clinic on March 15, and it 
confirms her HIV-infection. On March 18 (an interim visit), the participant reports to the 
clinic to receive her Western Blot results and she is informed she is permanently 
discontinued from ring use.  

 If the site has LoA #2 approved, the PUEV/Discontinuers ACASI will be 
administered at this visit.  

 If the site does not have LoA #2 approved, this ACASI will not be administered at 
this visit, but will be at the participant’s next quarterly visit. 

 At all sites, a FAT-1 is completed for the March 18 visit to document whether or not the 
PUEV/Discontinuers ACASI was administered, as well as a Visit Summary (VS-1) CRF.  

 
2. FAT-1 completion for participants permanently discontinued from study product at Month 3 

 
If a participant permanently discontinues from product use at her Month 3 Visit, the 
PUEV/Discontinuers ACASI should be administered at this time in lieu of the Month 3 ACASI 
questionnaire. Only one FAT-1 CRF should be completed at Month 3, with the 
PUEV/Discontinuers survey marked as completed; we do not need documentation on the FAT-1 
that the Month 3 survey was not completed.  

 
 
REMINDERS - None 
 
iDATAFAX CORNER 

 
1. New pop-up message in iDataFax 

 
The following message is a new EDC pop-up message that you will begin seeing that 
addresses the times when there is a clinical QC that is not viewable through the “View Queries” 
tab: 

 
“This record has an internal query that was placed by Clinical Affairs that is not visible in 
iDatafax. There may also be external queries that are visible which should be 
addressed. This record cannot be saved as “final” until all queries have been addressed. 
“ 

 
Click the OK button to get through this message and review the CRF.  

 
As a reminder, clinical queries are provided in a separate Clinical Query email from the MTN-
020 SCHARP Clinical Affairs Safety Associate, Maija Anderson. Questions about clinical 
queries should be directed to Maija at maanders@scharp.org.  


