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AE and GAE Log CRF Revisions 
 The AE-1 and GAE-1 Log CRF have been revised for sites to include a rationale for adverse 

events related to study product. 
 

 SCHARP will follow-up for needed form additions to already reported AEs via email. 
 
 Updated versions of these Log forms are available in the “As Needed” PDF packets on the 

MTN020 ATLAS webpage. 
 
 
 

Item 4: 
Provide 
rational if 
‘related’ or ‘not 
related’ box is 
marked 



HIV Confirmatory Results (HCR-1) CRF 
Revisions 

 The original GP40 Western Blot band has been corrected to P40 

 No actions required for previously submitted HCR-1 forms  

 An updated version of this form is available in the “As Needed” PDF packets on 
the MTN020 ATLAS webpage. 
 



NEW CRF: Prevention Study Experiences 
(PSE-1) 

New, interviewer-administered form to assess participants’ perception of product 
efficacy and product assignment and understanding of the study randomization 
process 

 Required at Month 3 and 
Month 12 

 The English version is 
available in the “Interviewer-
administered forms - 
English” PDF packet on the 
MTN020 ATLAS webpage. 

 SCHARP to follow-up with 
sites to produce translated 
form. 

 



Ring Adherence (RA-1) Clarifications: 
Item 5 

 When completing item 5- reasons vaginal ring was out (mark all that 
apply), please keep in mind the following: 
 
 For 5a, “ring caused discomfort”, mark this box (and not 5m) if the participant 

reports experiencing genital or other symptoms that caused her to remove the ring.  

 For 5d, “had or was expecting menses”, mark this response if the participant 
removed the ring due to any type of genital bleeding or spotting (not just menses). 

 Only mark 5m “other, specify” if the reason the participant removed the ring is not 
already listed.  

 Only mark 5t “other, specify” if the reason the ring came out on its own is not 
already listed.  

 If you wish to provide additional details on an item that is marked among 5a-5l and 
5n-5s, use the Comments field at the bottom of the page (comments are not 
required, however). 

 
 



Questions? 

 Please contact Jen Berthiaume and Karen 
Patterson with any questions you have about 
this slide presentation or the Data Communiqué 

 
Email us at: 
jberthia@scharp.org 
karenp@scharp.org 
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