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OBJECTIVES
Long-term use of CART often results in toxicity/tolerability problems, being this aspect, one of the main reasons for switching treatment. Consequently, there is a need for regimes with low toxicity
and high safety and tolerability profiles. Despite the good profile of raltegravir (RAL), clinical data on its combination with abacavir/lamivudine (ABC/3TC) is scarce. We evaluated this regimen as
a switching strategy, based on clinical practice data.

METHODS
Multicenter, non-controlled, retrospective study including all virologically-suppressed HIV-1-infected patients who had switched to RAL+ABC/3TC. We evaluated the effectiveness
defined as the target/achievement of HIV-1-RNA < 50 copies/mL at 48 weeks with this regimen, including and excluding non-virological reasons. We also recorded adverse effects (AEs), changes in
renal, hepatic or lipid profiles as indicators of safety/tolerability and CD4-count during treatment.

RESULTS
The study population comprised 467 patients. The median age was 49 years (IQR, 9; 44-53 years). Males accounted for 75.4%. AIDS was diagnosed in 48.8% and active hepatitis C co-infection in
33.4%. Median lymphocyte CD4+ count at baseline was 580 cells/µL (IQR, 409.5; 372-781).
• The main reasons for switching to RAL+ABC/3TC were toxicity/tolerability (197/467; 42.2%) and physician’s criteria (133/467; 28.5%).
• The primary outcome was achieved in 371/467 patients (79.4% [95% CI, 71.8-87.0]); in 371/380 patients (97.6% [95% CI, 96.4-99.0]) when excluding non virological reasons.
There were 96 failures, mainly due to treatment simplification (31 patients, 32.3%), toxicity/poor tolerability (27 patients, 28.1%), physician’s decision (17 patients, 17.7%), and virological
failure (9 patients, 9.4%). The 9 patients who experienced protocol-defined virological failure compromised 1.7% of the total population. Four of this patients were using RAL once daily and
2 of them presented previous resistance mutations which compromised the switching regimen.
• A total of 73 AEs were detected in 64 patients (13.7%). The events resolved in 43/64 (67.2%) patients. In 40/73 (54.8%) events, clinicians did not find any relationship between the AEs and
RAL+ABC/3TC or such a relationship was unlikely. Only in 6/73 (8.2%) events the association with treatment was clear and likely related in 27/73 (37.0%). Grade 3 AEs (8 events in 8 patients)
were not related to medication, and Grade 2 AEs (14 events in 12 patients) could have been associated with treatment in only 3 patients. Thus, most treatment-associated AEs were Grade 1
(30/33, 90.9%).
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• Variables related to lipid, hepatic, and renal profiles and lymphocyte CD4+ count were determined at baseline, 12, 24, 36, 44, and 48 weeks. GLM analyses indicated that none of the profile
variables changed significantly during the study period (P>0.131).
• The availability of a generic co-formulation of ABC/3TC with a more competitive price makes this regimen a cheaper switching strategy than other common antiretroviral regimens including
boosted protease inhibitors and other integrase inhibitors.

CONCLUSIONS
The results of the KIRAL study support the use of RAL+ABC/3TC as an effective, safe, well-tolerated and inexpensive switching strategy in virologically stable HIV-1patients.
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