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OBJECTIVES

Little information has been published to date about the combination ABC/3TC+RPV as a switching strategy, nevertheless its use is increasing in Spain. The aim of this study was to
evaluate effectiveness and safety with real world data in virologically supressed HIV-1 adult patients switching to ABC/3TC+RPV.

METHODS

Retrospective, multicenter cohort study with HIV-1 adult patients, who started ABC/3TC+RPV as a switching strategy at least 48 weeks before the start of the study and with
previous HIV RNA of less than 50 copies per mL for at least 24 weeks. Effectiveness was analyzed by intention-to-treat (ITT) (non complete/missing=failure) and on-treatment (OT).

RESULTS

205 patients were included. 75.6% were male, median age 49 (41-54) years, 23.4% AIDS and 20% HCV PCR+. Median CD4+ lymphocyte count at baseline 667 (471.5, 870) cells
per uL. Median follow-up with HIV RNA <50 copies per mL previous to switching 74.8 (35.8, 117) months. The reasons for switching to ABC/3TC+RPV were drug toxicity/tolerability
(60.5%), regimen simplification (20%),other physician”s criteria (11.2%), cost saving reasons (1.5%) and unknown reasons (6.8%).

The primary end point was achieved by 187 out of 205 patients (91.2%; [95% CI. 86.5-94.7]) by ITT analysis, and by 187 out of 192 patients (97.4% [95% CI. 94-99.1]) by OT
analysis. Overall, 18 (8.8%) patients experienced therapeutic failure, including 15 patients who discontinued ABC/3TC+RPV during the 48 weeks study period. Reasons for
discontinuation were toxicity/tolerability: 4 (2%), virological failure: 2 (1%), other medical decision: 3 (1.5%), loss of follow-up or patient”s decision: 3 (1.5%), death: 1 (0.5%) and
no clinical data: 2 (1%). At week 48, 5 (2.4%) patients experienced protocol defined virological failure. Of these 5 patients, 2 continued with ABC/3TC+RPV after 2 consecutive low-

level HIV RNA determinations (at weeks 6 and 24, respectively) despite of which both had HIV RNA <50 copies per mL at week 48. The other 3 patients had consistent HIV RNA >
50 copies per mL (2 patients between weeks 4-8, and one patient at week 48).

Median CD4+ lymphocyte count increase was 48 (-50, +189) cells per uL and percentage of CD4+ lymphocyte an increase of 1.2 % (-1.3, +4.1), P< 0.001.

Thirty-eight adverse effects (AE) were described in 32 patients (15.6%) with no clinical intervention in 33. Clinical resolution was achieved in 25 patients. Drug withdrawal was
carried out in 3 (1.5%) patients (insomnia/depression, dizziness, epigastralgia). No direct correlation was found between AE and treatment in 25 patients.
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The median estimated glomerular filtration rate (MDRD equation) at week 48 was 89.4 (74.6, 99.6) mL/min/1.73 m?. This is a mild increase of 1.1 (-4.8, +10) mL/min/1.73 m?,
P<0.001. Taking into account the previous backbone, fifty-five patients were taking TDF before the switch and had a median increase in glomerular filtration rate of 7 (-5.8, +13,1)
mL/min/1.73 m? at the end of the follow-up, P<0.001 and 150 patients in the group without TDF a non significant increase of 0.1 (-3, 6.6) mL/min/1.73 m?, P=0.1986.

No changes in liver enzyme levels (AST, ALT, bilirubin) were observed at week 48, except for a slight decrease in gamma-glutamyl transpetidata (GGT), [29 (21- 53) Ul/L] of -7
(-26, -2) Ul/L, P<0.001 and alkaline phosphatase [75 (62, 90) Ul/L] of -12 (-29, -1) UI/L, P<0.001.

The lipid profile showed a small but significant decrease including total cholesterol of -9.1 [186 (158-209) mg/dl], low-density lipoprotein cholesterol of -8.9 [113.8 (91-135) mg/dl],
high-density lipoprotein cholesterol of -7 [46 (39-58) mg/dl] and triglycerides of -15[108 (75.5-163.5) mg/dl], all of them P<0.001.

CONCLUSIONS

In this cohort, ABC/3TC+RPV was found to have high effectiveness, safety and tolerability in treatment of patients with previous virologically stable HIV-1 Infection.
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