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Early Treatment for HIV

The Case for Starting Antiretroviral Medications

As Early As Possible
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Assistant Professor

NYU School of Medicine

Why Start Early:

• It’s good for the individual’s health

• It’s good for the public health

• It’s in the guidelines
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Starting HIV Medications 
Early is Good for the Health 

of the Individual

The SMART Study

• Randomized study that looked at 

whether intermittent  or continuous 

HIV treatment was better

• Sub-study looked at outcomes 

between individuals with later start 

of ARV (drug conservation group, 

started T cells <250) vs early 

treatment (viral suppression group) 

among naïve individuals and those 

not on ARV 6 months prior to entry

• Outcomes were death, 

opportunistic disease, non-AIDS 

related major events, and 

composite of all events
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Hazard ratios (HRs) for clinical outcomes among the overall cohort and among those who 
were either antiretroviral therapy (ART) naive or not receiving ART at baseline. 

The Strategies for Management of Antiretroviral Therapy 
(SMART) Study Group J Infect Dis. 2008;197:1133-1144

SMART Study

Kaplan-Meier time curves for cumulative probability of opportunistic disease (OD) and death 
(A) OD alone (B) serious non-AIDS events and non-OD death (C) and the composite of OD and 

serious non-AIDS events, which includes all-cause death (D). 

The Strategies for Management of Antiretroviral Therapy 
(SMART) Study Group J Infect Dis. 2008;197:1133-1144

The SMART study

Death or OD OD

Serious non-AIDS Events All Events (composite)
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SMART Study Conclusion

Initiation of ART at CD4+ cell counts >350 

cells/µL compared with <250 cells/µL may 

reduce both OD and serious non-AIDS 

events.

CIPRA HT-001 Study (Haiti)

• Randomized, open-label trial 

of early initiation of 

antiretroviral therapy, as 

compared with the standard 

timing for initiation of therapy

• Participants had T cells 200-

350 without symptomatic HIV 

disease

• “Early” started within 2 weeks 

of enrollment 

• “Standard” started  when T 

cells <200 or symptoms Severe et al. NEJM 2010
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Severe Study in Haiti

CIPRA HT-001 Conclusion

• Early initiation of antiretroviral therapy 

decreased the rates of death and 

incident tuberculosis. 

• Access to antiretroviral therapy should 

be expanded to include all HIV-infected 

adults who have CD4+ T-cell counts of 

less than 350 per cubic millimeter, 

including those who live in areas with 

limited resources.
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NA-ACCORD

• North American AIDS 

Cohort Collaboration on 

Research and Design (NA-

ACCORD)

• Large Cohort study that 

includes data from nearly 

90,000 individuals

• Racially diverse

• 30% women

• Diverse baseline HIV risk 

factors

Risk of Death- NA-ACCORD

Kitahata et. al NEJM 2009
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NA-ACCORD Conclusion

• Deferred therapy on 350-500 T cell range 

associated with 69% increased risk of 

death

• Deferred therapy in the >500 T cell range 

associated with 94% increased risk of 

death

Guidelines at a Glance
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Currently Underway

Follow up to continue through Dec 2015

And There’s More…

• Early Treatment

– Prevents virologic failure

– Prevents resistance

– Improves T cell recovery

– Decreases non-AIDS related events

– Is associated with less drug toxicity

– Decreases damage caused by inflammation

– Increases life expectancy

Kitahata Topics in HIV Medicine 2010
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Starting HIV Medications 
Early is Good for the 

Public Health

ARV and Prevention

HIV Positive: Treatment as Prevention

Post

Exposure 

Prophylaxis

Post

Exposure 

Prophylaxis

HIV Negative: Pre-Exposure Prophylaxis
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Test and Treat…A Model

Granich et al. Lancet 2009
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Total HIV-1 Transmission 

Events: 39

HPTN 052: HIV-1 Transmission

Linked 

Transmissions: 

28

Unlinked or TBD 

Transmissions: 

11

p < 0.001

Immediate 

Arm: 1

Delayed 

Arm: 27 N=1763 couples

HPTN 052 Prevention Conclusion

Early ART that suppresses viral replication led 
to 96% reduction of sexual transmission of 

HIV-1 in serodiscordant couples****

****3% of these couples were MSM
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The Data Gap in MSM

• Rate of HIV transmission via anal 5-10 X greater than penile-

vaginal sex  50 per 10,000 vs 10 per 10,000

– Can extrapolations be made from vaginal sex?

• Conflicting data from community and cohort studies estimating 

impact of ARV coverage on transmission

– San Francisco: Decreased Transmission (Das et al,2010)

– Syndey: Unchanged (Jin et al,2010)

– Netherlands: Increased (Holligsworth et al, 2008)

– England: Decreased transmission on ART (Fisher 2010)

Barriers to Treatment as 
Prevention I
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Barriers to Treatment as 
Prevention II

• Up to 34% of MSM with HIV are unaware of their status 

• Less likely to know were: 

– young MSM aged 18–29 (51%) 

– racial/ethnic minority MSM (44%)
Wejnert et al., CROI #90.

Barriers to Treatment as 
Prevention III



5/20/2013

14

PEP/PrEP and Early Treatment
all work…But There Are 

Barriers

You are preaching to the 
choir…
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We haven’t invited the right 
people to church…

The Pews Are Only Half Full…

Current Model
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Future Model?
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