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• Treatment of primary HIV-1 infection (PHI) before 
seroconversion with HAART can generate a strong
HIV-specific T-helper cell response.

• Rosenberg ES et al (Nature, 2000) reported in a cohort 
of 8 patients treated from the onset of PHI and before 
seroconversion with HAART for at least one year, that 
one or two HAART interruptions increased HIV-1
specific T-cell responses (CD4+ and CTL) and that 
most of them could maintain plasma HIV viremia at a 
very low level (<500 copies/mL) without HAART for a 
median period of almost 7 months.
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To determine whether four cycles of 
structured treatment interruptions (STI) 

can restore HIV-1 specific T-cell
responses (CD4+ and CTL) and control 
HIV-1 replication without antiretroviral 
therapy in patients who started HAART
within 90 days from onset of symptoms 

of PHI. 
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• We planned to include in an STI program 14 consecutive 
patients with sustained viral suppression (<20 copies/mL), 
a CD4+ cell count >500 cells/mm3 and a CD4+/CD8+ ratio >1 
and treatment with d4T, 3TC and indinavir at standard 
doses for at least one year since onset of PHI.

• Plasma viral load (PVL), genotypic resistance, lymphocyte 
immunophenotyping, CD4+ lymphocyte proliferative
responses (LPR) to HIV-1 proteins as well as HIV-1 specific
CTL responses (ELISPOT) were assessed weekly after each 
discontinuation and monthly after reintroduction of the 
same antiretroviral treatment. A tonsillar biopsy was 
performed before STI. 
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AFTER THE FIRST 3 CYCLES OFF THERAPY
• RESPONDERS: Patients with no PVL rebound after the 3rd

stop or with PVL rebound <5,000 copies/mL.
• PARTIAL RESPONDERS: Patients  with a peak reduction 
of 3rd PVL rebound >0.5 log10/mL in comparison with 1st PVL 
rebound.
• NON-RESPONDERS: Patients who did not meet the 
previous criteria.
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AFTER THE 4 CYCLES OFF THERAPY
• Patients who have a CD4+ count >500 cells/mm3 & PVL 
<5,000 copies/ml will remain off HAART. Therapy will be 
restarted in patients who will not meet these criteria.
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• In this poster we show the results of the first 
consecutive 12 patients who completed the 
first three cycles off therapy.

• 10 patients were male and two were female. 
Mean (range) age was 35 years (22-54 years). 
HIV risk factors were: homosexuality in 8 
cases, heterosexuality in 3 cases and i.v. 
drug abuse in one case. 

• No genotypic resistance to antiretrovirals 
was found at PHI (before starting HAART). 
All patients had a WT CCR5 genotype.
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SubjectSubject Age (y)Age (y) GenderGender HIV risk
factor

HIV risk
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M
M
M

M
M
M
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M
M
M

M
M
M
M

F
M
M
F
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7
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7
28
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28
7
28
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14
21
7
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7
28
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28
7
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SC

M=male; F=female; HMX: homosexuality; HTX: heterosexuality; IVDA: i.v. Drug abuser; SC: seroconversion.M=male; F=female; HMX: homosexuality; HTX: heterosexuality; IVDA: i.v. Drug abuser; SC: seroconversion.
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* Plasma/Lymph tissue RNA HIV-1 viral load. * Plasma/Lymph tissue RNA HIV-1 viral load. 
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ND: Not done; WT: wild type.ND: Not done; WT: wild type.
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HIV-1-SPECIFIC CD4 T CELL RESPONSE
PR = PARTIAL RESPONDERS (4/12, 33%)
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HIV-1-SPECIFIC CD4 T CELL RESPONSE
NR = NON RESPONDERS (4/12, 33%)
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HIV-1-SPECIFIC CD4+ T CELL RESPONSEHIV-1-SPECIFIC CD4+ T CELL RESPONSE

Day 0 1st Stop 2nd Stop 3rd Stop
Responders

2M - + + +
17M - + - +
20M - - + +
23M - - + -

Partial Responders
11M - - - +
14M - - - +
15M - + - -
21M - - + +
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8M - + - +
12M - + + -
19M - - + -
22M - - - -

Overall                                     0/12                         5/12                         6/12 7/12

(-): Negative proliferative response to HIV-1 p24 (SI<3) (+): Positive proliferative response to HIV-1 p24 (SI>3) 
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Day 0 1st Stop 2nd Stop 3rd Stop
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19M - ++ +++ +++
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Results as Total SFC/106 PBMC:(-) <40; (+) 40-200; (++) 201-500; (+++) >500; NT: Non tested 
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• Known mutations associated with resistance to 
reverse trancriptase or protease inhibitors were not 
detected after each stop. 

• A quick virological response was observed after 
reintroduction of the same antiretroviral treatment 
after each stop. 

• There was no correlation between the level of TRECs
and the type of virological response.

• Decreases in CD4+ T lymphocyte counts were 
observed after each stop. In none of the cases, did 
CD4 T lymphocyte counts drop below 500 cells/µL.
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• Plasma viral load rebounded in all patients 
receiving HAART within 90 days after PHI 
during the first three cycles off therapy.

• Only four out of 12 patients (33%) had a 
rebound of viremia <5,000 copies/mL after the 
third cycle of STI.

• A strong HIV-1 specific CD8+ (CTL) response
was developed in seven out of nine patients 
tested after three cycles off therapy.
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• HIV-1 specific CD4+ response was only 
transitorily restored at a low level after the 
first three cycles off therapy in seven out of
12 patients receiving HAART within 90 days 
since onset of PHI.

• No genotypic resistance to antiretrovirals 
was found after two cycles off therapy. None 
of the patients had a drop in CD4 T-cell 
count below 500 cells/µL.
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