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were eligible for the P1084s substudy. . i(;OTpalrs were enrolled; 2 mART pairs excluded because the mothers did not initiate TDF-based from Entry, Excluding Outliers
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P « At Week 26, 98% pairs were breastfeeding and 96% were on their assigned antiretroviral strategy. entry across all visits in both study

assessed at entry and Week 26 by dual energy x-ray
absorptiometry, read centrally by blinded investigators.

Infant creatinine clearance (CrCl) was calculated using the
revised Schwartz equation at entry and Weeks 10, 26, and
/4.

 Mean (sd) Week 26 LS-BMC was 2.64g (0.48) for mART and 2.77g (0.44) for INVP; mean difference arms. Renal Safety was reassuring N
(95% confidence interval (Cl)) -0.13g (-0.22, -0.04), P=0.007, n = 375/398 (94%) [Figure 2]. Mean
absolute (-0.14g (-0.23,-0.06)) and percent change (-10.88% (-18.53, -3.23)) in LS-BMC from entry
was smaller for mART than INVP. Similar results were observed in post hoc analyses of bone mineral
density.

both arms.

CONCLUSIONS
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thus clinical relevance is unlikely.
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