Evaluation of total HIV-DNA changes in HIV-1 infected patients who continue a 2-drug regimen with dolutegravir plus one reverse
= transcriptase inhibitor or switch to elvitegravir/cobicistat/emtricitabine/tenofovir alafenamide enrolled in the Be-OnE Study
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To investigate changes in HIV-DNA through 48 weeks (W48) in virologically suppressed HIV-1 infected patients
randomized to continue a 2-drug regimen (2DR) with dolutegravir (DTG) plus one reverse-transcriptase-inhibitor
(RTI) or to switch to elvitegravir/cobicistat/emtricitabine/tenofovir alafenamide (E/C/F/TAF).

Overall, HIV-DNA was 2247 (767-4268) and 1587 (556-3543) copies/10® CD4+ T-cells at baseline and at § No significant correlations were found between HIV-DNA levels and the immunological parameters,

W48, respectively, without any significant difference between arms (Table 2).

neither at baseline nor at W48, with the only exception of HIV-DNA levels at CD8+ T-cells at W48.

At W48, a modest decrease in HIV-DNA from baseline was observed in both arms: -226 (-1189; 890)
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C2 2 (5%) 1 (5%) 1 (5%) Decreased Unchanged Increased a3 27819 29494 21239 : L. : : : :
C3 5 (13%) 3 (14%) 2 (11%) OVERALL DTG + 1 RTI E/C/F/TAF
Years since first HIV diagnosis 11.4 (6.3 - 20.1) 15.1 (7.4 - 21.0) 7.7 (6.1-13.2) M DTG + 1RTI E/C/F/TAF nOt Slgnlflcantly dlffer from Changes N those Who Contlnue Wlth the
Years since ART start 7.3(4.9-17.3) 10.9 (5.3 -16.8) 6.8 (4.5-17.9) I
RTl in baseline ART Delta decrease of HIV-DNA from BL to W48, overall and stratified for treatment Delta increase of HIV-DNA from BL to W48, overall and stratified for treatment on g oln g 2 D R "
3TC 35 (88%) 18 (86%) 17 (89%) 0 . 5
RPV 5 (13%) 3 (14%) 2 (11%) - -
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%CD4+ 35.7 (28.8 - 39.6) 38.0 (31.8 - 39.8) 31.9 (28.0 - 39.1) 28 o 2% 507454
CD8+ (cells/pL) 854 (684 - 1096) 858 (629 - 1100) 826 (778 - 1092) T8 T8 LLLLI G SALUTRS
%CD8+ 39.4 (32.7 - 47.2) 38.9 (29.3 - 46.3) 41.9 (34.9 - 49.3) 4 — 1 : — RO, N \;\\\U‘Céyf/
CD4+/CD8+ ratio 0.85 (0.66 - 1.24) 0.89 (0.71 - 1.38) 0.80 (0.58 - 1.10) W . . ' N 2 , . ——— f“‘ JSWRACON UNIVERSITA § K> o~ o
%CD4+CD38+HLA-DR+ 1.1 (0.7 - 1.3) 1.1 (0.2 - 1.5) 1.00 (0.70 - 1.20) e 2o By byt e e o = Z Y | DEGLI STUDI OSPEDALE = T )= AV] R AL] /%
Q3 .2.64 -3.341 2,519 Q3 3.4619 3.5442 3.3787 —_— = [, f Z| | =\ , |m
%CD8+CD38+HLA-DR+ 1.3 (0.8 - 2.1) 1.5 (0.4 - 2.1) 1.30 (0.80 - 2.10) OVERALL R — Sy~ OVeRALL R — Ry Can’ i SAN RAFFAELE \Z\ i = Fondazione
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Undetectable IL-6 (S1.83 pg/mL) 29 (74%) 14 (70%) 15 (79%) The following formula was used to estimate the extent of changes in HIV-DNA from BL to W48: (HIV-DNA at W48/HIV-DNA at BL)-1. HIV-DNA was considered decreased for reductions = -

Results described by median (IQR) or n (%), as appropriate.

Abbreviations. CRP: C-reactive protein; RPV: rilpivirine; RTI; reverse transcriptase inhibitor. 3TC: lamivudine.

greater than -0.4, unchanged for variation between -0.4 and + 0.4, increased for increases greater than +0.4. Patients were grouped according to this stratification in HIV-DNA change.
*By Wilcoxon rank-sum test.
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