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ACTG A5345 
Identification of Biomarkers to Predict Time to Plasma HIV RNA Rebound and Post-
Treatment Viral Control during an Intensively Monitored Antiretroviral Pause (IMAP) 

 
 
Brief Description: This is a study of to see if we can find tests that will predict when HIV will be 
“seen” again in blood after stopping anti-HIV medications (this is known as “rebounding”). The 
study uses an intensively monitored antiretroviral pause (known as an IMAP) in which 
participants stop taking anti-HIV medications until they meet criteria for restarting them. During 
the IMAP, participants will have frequent visits (beginning at twice per week and possibly 
decreasing to once every two weeks) and frequent checks for HIV in their blood. Study staff will 
carefully monitor participants so that anti-HIV medications can be restarted as soon as they 
need to be (according to study instructions). Participants and their health care provider can 
decide to restart anti-HIV medications at any time.  
 
The study will involve the collection of large amounts of blood and at least one leukapheresis 
procedure to collect white blood cells. This procedure takes approximately 2 to 3 hours with IV 
lines placed in both arms. 
 
 
Purpose of this Study:   

 To collect blood samples that can help to find and develop tests that can predict when 
HIV will rebound after patients interrupt their anti-HIV medications.   

 To study changes in HIV reservoirs (places where HIV “hides”) after anti-HIV 
medications are stopped.  

 To study differences in undetectable and rebounding HIV between participants who 
started anti-HIV medications during acute HIV (when the infection first happened) and in 
chronic HIV (more than 6 months after first being infected).   

 
 
To Enter the Study, 
the following must be true about you: 

 HIV positive, age 18-70 

 On anti-HIV medications for at least 2 years with any NNRTI-, PI-, or INSTI-containing 
regimen. 

 If your medications include an NNRTI, it will be changed to a PI- or INSTI-containing 
regimen for at least 4 weeks prior to stopping anti-HIV medications on the study 

 CD4 at least 500 now, and never had a CD4 less than 200 

 At least 2 years with an undetectable HIV viral load 

 Large enough veins on both arms for the leukapheresis procedure 

 No active hepatitis infections or other serious illnesses or abnormal lab tests 

 You must be willing to restart anti-HIV medications when instructed (and you can choose 
to restart sooner if you or your medical provider want to). 
 

 
Treatment:  
You must be taking anti-HIV medications that are specified by the study, except during the 
IMAP. The anti-HIV medications will be prescribed by your medical provider, and will not be 
supplied through this study.  
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Duration of Study: The length of time on study will depend on if and when your HIV rebounds 
during IMAP, and how long it takes to become undetectable again when anti-HIV medications 
are restarted. The maximum time on this study is approximately 5 years, but most participants 
will likely be on study for 1 year or less.   
 
 
For more information contact one of the following research staff: 

latifa.a.dasilva@vanderbilt.edu           615-936-2642  

Joan.gottesman@vanderbilt.edu       615-936-2664  

Brenda.r.jackson@vanderbilt.edu      615-936-2709  

Stephanie.d.steen@vanderbilt.edu    615-936-2664 
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