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PK in Pregnancy — Safety of ATVr

Relative to data in non-pregnant historical controls, ATV AUC and
Cnin in the 3™ trimester were reduced by 40% and 21%

All women had an ATV C_;, > 150 ng/mL

Ritonavir concentrations were also reduced

4 week postpartum data suggest that ATV PK remains different from
the non-pregnant state (evaluation at 8 wks planned)

Increasing ATV/r dose to 400/100 mg OD indicated (planned)

Good tolerability and no drug-related discontinuations

No evidence of pathologic neonatal jaundice and no medical
intervention required, consistent with Ripamonti et al. (n = 17), and
Natha et al. (n = 26), CROI 2007

All 10 infants had negative HIV DNA PCR at birth
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Lopinavir Conc. (meg/mL)

4 8 12 16 0
Time After Dose (hours)
—— Capsules—*— Liquid %~ Tablets

Historical* Mean C,
on 400/100 mg BID

Capsules Liquid Tablets

# (%) Cmin <1000ng/mL 5 (29%) 8 (47%) 3 (18%)

Cmin/ICy, 25 20 46
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