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CONCLUSIONS

The PADDLE study showed that a dual therapy regimen based on dolutegravir plus lamivudine (DTG/3TC) induced a rapid viral suppression in
treatment naive patients with screening pVL <100,000 copies/mL (EACS 2015). Our objective is to compare differences between plasma viral load
(pVL) change at each time point with a dual therapy regimen (DTG/3TC,) to DTG-based triple therapy regimens used in the SPRING-1 (DTG 50
mg +2NRTIs) and SINGLE study (DTG plus abacavir/lamivudine), in patients with baseline (BL) pVL < 100,000 copies/mL.

Viral load decay with DTG/3TC was similar to that with DTG-based triple therapy regimens in patients with pVL <100, 000 copies/mL. These
results, albeit encouraging, should be interpreted with caution, as the analysis is based on a cross-study comparison of mean values and
PADDLE is a small pilot study. Fully powered, randomized studies are planned to evaluate DTG/3TC as a valid option for first line therapy.
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Baseline pVL (Mean+SD) was 4.43 (0.50), 4.30 (0.45) and 4.31 (0.52) for PADDLE, SINGLE and SPRING-1 respectively. Rapid
decline in viral load was observed in the three regimens. Average effects of treatment in PADDLE, SPRING-1 and SINGLE were
-2.75%20.45 (Mean *SD), -2.53%0.49 and -2.61+0.48 log10 respectively. Viral load decay for the three treatments did not reveal
any differences between treatments (F2,238=1.24, p=0.29) and is shown in Fig 1. Mean difference in viral load decay and (95%
Cls) at Week 4 for PADDLE-SPRING-1 was -0.21 (-0.47; 0.06) and for PADDLE-SINGLE was -0.12 (-0.34; 0.10). For PAD-
DLE-SPRING-1, 95%CI was inside the equivalence margin (-0.5; 0.5) and Schuirman’s two t-tests were significant (<0.01).
Similarly, PADDLE-SINGLE 95%CI| was inside the equivalence margin and both t-test were significant. In an attempt to ac-
count for the differences observed at baseline in viral load, viral load decay was normalized to such differences (Figure 2).
ANOVA failed to find any difference between treatments at Week 4 (F2,238=0.57, p=0.56). Mean (95%CI) difference between
PADDLE-SINGLE at Week 4 was -0.09 (-0.35, 0.18) and for PADDLE-SPRING-1 it was 0.01 (-0.21, 0.23). In both cases equiva-
lence could be declared based on the fact that neither 95%CI included -0.5 or 0.5 and that the results of the two t-tests (Schuir-

mann’s approach) were <0.001.
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