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DHHS new ART recommendations

Recently issued new federal HIV guidelines for anti-
retroviral agents Include the following recommenda-
tions for initiating antiretroviral therapy in treatment-
naïve patients:
• Antiretroviral therapy should be initiated in all 
patients with a history of an AIDS-defining illness or 
with a CD4 count less than 350 cells/mm3 (AI).
• Antiretroviral therapy should also be initiated, 
regardless of CD4 count, in patients with the fol-
lowing conditions: pregnancy (AI), HIV-associated 
nephropathy (AII), and hepatitis B virus (HBV) coinfec-
tion when treatment of HBV is indicated (AIII).
• Antiretroviral therapy is recommended for patients 
with CD4 counts between 350 and 500 cells/mm3. 
The Panel was divided on the strength of this recom-
mendation: 55% voted for strong recommendation 
(A) and 45% voted for moderate recommendation (B) 
(A/B-II).
• For patients with CD4 counts greater than 500 
cells/mm3, the Panel was evenly divided: 50% favor 
starting antiretroviral therapy at this stage of HIV dis-
ease (B); 50% view initiating therapy at this stage as 
optional (C) (B/C- III).
• Patients initiating antiretroviral therapy should be 
willing and able to commit to lifelong treatment and 
should understand the benefits and risks of therapy 
and the importance of adherence (AIII). Patients may 
choose to postpone therapy, and providers, on a 
case-by-case basis, may elect to defer therapy based 
on clinical and/or psychosocial factors.
Rating of Recommendations: A = Strong; B = 
Moderate; C = Optional
Rating of Evidence: I = data from randomized con-
trolled trials; II = date from well-designed nonran-
domized trials or observational cohort studies with 
long-term clinical outcomes; III = expert opinion.

to pick one drug from column A and one from 
column B, and now what we’re giving are four to 
five regimens, and each one of these has the same 
nucleoside analog backlog,” Lane says. “There 
are good clinical trial results to support the use 
of these drugs together rather than selecting from 
one column and then another column.”

The revised guidelines recommend the specific 
antiretroviral drug combinations that have had the 
best outcomes. (See ART recommendations, p. 40.)

“We inserted Raltegravir as a preferred agent,” 
Bartlett says. “We recommended four regimens 
that are the regimens that have never been beaten, 
and they have extensive data out to 96 weeks.”

The factors that helped the panel make this 

decision were the regimens’ good tolerance and 
their relatively low pill burden, he adds.

These recommendations are a critical change 
from a clinician’s perspective, Richman says.

“In the original guidelines they didn’t want to 
promote one drug over another,” Richman says. 
“But it’s clear that some drugs are more effective 
and less toxic than others.”

Clinicians should consider both pros and cons 
of initiating therapy early.

Also, research increasingly shows that immune 
activation problems can be very damaging over 
time in HIV patients.

“We used to be worried about pneumocystis,” 
Bartlett says. “Now we’re also worried about the 
consequences of immune-activation impacting a 
variety of different organs.”

Immune activation is associated with more car-
diovascular disease, neurocognitive impairment, 
hepatic complications, and non-AIDS-defining 
malignancies, Richman says.

“The downside is we don’t know the long-term 
complications of having patients on therapy,” 
Lane says. “And if we ran into a situation where 
for whatever reasons resistant viruses started to 
show up and come through the regimens being 
used then you could be in a very difficult situa-
tion.”

But the barriers to early therapy are dissolving 
and the benefits appear strong.

“There has been a lot of angst from the past 
about early therapy, and this has been somewhat 
obliterated or reduced as a result of the newer 
drugs,” Bartlett says. “We have better success in 
therapy, better tolerance of drugs, better experi-
ence with long-term treatment, and lower rates of 
resistance than were feared.”

Another possible benefit of early treatment is a 
reduction in HIV transmission.

“There are so far only indirect data on that 
point, but certainly more and more information 
is accumulating and making a strong case that 
treating people who are infected will prevent 
the spread of HIV infection to their partners,” 
Kuritzkes says.

Some people have made a strong case for treat-
ing everyone to prevent the spread of HIV, Lane 
notes.

And there’s no question that if someone reduc-
es their viral load, they reduce the probability of 
transmitting HIV, Bartlett says.

“But we don’t know whether trying to do this 
in the whole population will reduce the rates of 
HIV infection,” he says. 




