
 

Randomization 

DC Group 
(“Drug Conservation”) 

WAIT Group 

VS Group 
(“Viral Suppression”) 

GO Group 

• If on anti-HIV drugs, stop until 
CD4 count <250 cells/mm3 

• If not on anti-HIV drugs, wait 
until CD4 count <250 cells/mm3 

• If on anti-HIV drugs and suppressed* 
continue with regimen,  
if not virologically suppressed modify 
regimen to achieve suppression* 

• If not on anti-HIV drugs, begin 
virologically suppressive* regimen 

• When CD4 count <250 cells/mm3 
begin virologically suppressive 
therapy with goal of increasing count 
to >350 cells/mm3  
(documented on 2 successive visits) 

• Therapy can also be offered if patient 
is symptomatic (unexplained fever or 
weight loss) or if CD4 percentage <15 

• Maintain virologic suppression* using 
antiretroviral therapy 

• When suppression is lost, regimen 
should be modified to regain it 
(for patients with few therapy options 
left, continuing a “failing” regimen or 
temporarily discontinuing therapy are 
permissible alternatives) 
 
*virologic suppression is defined at the 
clinician’s discretion 

SMART 
Strategies for the Management of Anti-Retroviral Therapy 

Inclusion criteria: 
a Signed informed consent 
a Evidence of HIV infection (positive ELISA 

and Western blot or documented history of 
measurable HIV RNA) 

a Older than 13 years 
a Current (within 45 days of randomization) 

CD4 T cell count >350 cells/mm3 
a Willing to initiate, modify, or stop therapy, 

depending on randomization 

Management guidelines during study 

N=3000 N=3000 

Exclusion criteria: 
r Current participation in any of 

the following CPCRA studies: 
FIRST, MDR-HIV, or NvR 

r Current participation in any other 
study inconsistent with one of 
the treatment groups in SMART 

r Current pregnancy 


