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Days
1-7

Day 7
(PK)

Randomized 1:1

Day 21
(PK)

Day 35
(PK)

TDF 300 mg QD
+

LPV/r (400mg/100mg) BID
(co-administered following

a moderate fat meal)

LPV/r (400mg/100mg) BID
(co-administered following a

moderate fat meal)

Tenofovir
DF

300 mg
QD
light
meal

Days 8-21 Days 22-35

Baseline
N = 27

LPV/r (400mg/100mg) BID
(co-administered following a

moderate fat meal)

TDF 300 mg QD
+

LPV/r (400mg/100mg) BID
(co-administered following

a moderate fat meal)
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Pharmacokinetic Parameter LPV/r Alone LPV/r + TDF % Mean Ratio (90% CI)

Lopinavir

AUCss (ng• hr/mL) 91600 (33.1) 93100 (31.9) 103 (96.1, 111)

Cmax (ng/mL) 11900 (27.2) 12200 (28.8) 103 (97.2, 110)

Cτ (ng/mL) 4940 (61.5) 5130 (44.6) 111 (98.4, 125)

T1/2 (hr)* 6.04 (3.93 – 8.72) 6.22 (4.42 – 10.7) NA

Ritonavir

AUCss (ng• hr/mL) 4560 (35.2) 4700 (30.9) 104 (97.3, 110)

Cmax (ng/mL) 1080 (39.1) 1150 (42.3) 104 (93.4, 116)

Cτ (ng/mL) 128 (52.9) 136 (37.1) 110 (99.4, 122)

T1/2 (hr) 3.06 (2.65 – 3.36) 3.19 (2.70 – 3.87) NA
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Tenofovir Pharmacokinetic
Parameter TDF Alone TDF + LPV/r % Mean Ratio (90% CI)

AUCss (ng•hr/mL) 2870 (26.3) 3740 (24.3) 132 (125, 138)

Cmax (ng/mL) 314 (26.3) 360 (26.0) 115 (107, 122)

Cτ (ng/mL) 60.8 (32.9) 91.8 (35.3) 151 (137, 166)

Tmax (hr)* 1.51 (1.50 – 2.00) 1.50 (1.50 – 2.50) NA

T1/2 (hr)* 14.0 (12.5 – 17.3) 14.2 (13.0 – 16.4) NA
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Baseline Characteristics
Mean (SD) HIV RNA (log10 c/mL) 4.9 (0.4)
Mean CD4 Cell Count/(cells/mm3) 36 (51)
Prior AIDS diagnosis
Mean Age (yrs)

93%
42 (7)

Male (%) 93%
Race (%)

Caucasian
African American
Hispanic
Asian

70%
16%
12%
2%
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Maximum Toxicity Grade
Mean Duration of Concomitant Use: 63 Weeks (Maximum 96 Weeks)

Incidence of Abnormality n (%)
Grade Serum Creatinine (mg/dL) Serum Phosphorus (mg/dL)

1 ≥ 0.5 ∆ from BL 27 (10%) 2.0 - < 2.2   9 (  3%)
2 2.1 – 3.0  2  (<1%) 1.5 – 1.9 12 (  3%)
3 3.1 – 6.0 0 1.0 – 1.4   1 (<1%)
4 > 6 0 < 1.0   1 (<1%)
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