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TABLE  (SDC 3).  Summary of Steady State Plasma RTV Pharmacokinetic Parameters in Pediatric Subjects 2 to 18 Years of Age and 

Statistical Comparison to Historical Adults 

 

 

Plasma RTV 

PK 

Parameter 

FPV/RTV BID 

Historical Adult 2 to <6 Years
 

6 to <12 Years 12 to 18 Years 

 RTV 100 mg 

BID
1
 

N=79 

RTV 3 mg/kg 

BID
1
 

N=10 

2 to <6 Years     

vs.           

Historical Adult
2
 

RTV 3 mg/kg 

BID
1
 

N=14 

6 to <12 Years vs. 

Historical Adult
2
 

RTV 100 mg 

BID
1
 

N=16 

12 to 18 Years    

vs.           

Historical Adult
2
 

AUC(0- ) 

(h. g/mL) 

4.52 

(4.01, 5.10) 

(n=78) 

3.98 

(2.28, 6.94) 

0.880 

(0.635, 1.22) 

7.13 

(5.37, 9.46) 

(n=12) 

1.58 

(1.17, 2.13) 

6.13 

(3.97, 9.47) 

(n=15) 

1.36 

(1.03, 1.78) 

Cmax 

( g/mL) 

0.973 

(0.846, 1.12) 

0.633 

(0.341, 1.18) 

0.651 

(0.449, 0.943) 

1.10 

(0.779, 1.54) 

1.13 

(0.817, 1.55) 

1.06 

(0.679, 1.67) 

1.09 

(0.807, 1.48) 

C  

( g/mL) 

0.137 

(0.117, 0.160)  

0.224 

(0.179, 0.279) 

(n=16) 

1.63 

(1.20, 2.48) 

0.297 

(0.227, 0.388) 

(n=24) 

2.17 

(1.67, 2.82) 

0.220 

(0.177, 0.273) 

(n=41) 

1.92 

(1.19, 3.10) 

CL/F 

(mL/min/kg) 

4.76 

(4.24, 5.34) 

(n=78) 

3.43 

(2.61, 4.51) 

2.71 

(2.01, 3.66) 

6.81 

(5.14, 9.04) 

(n=12) 

1.43 

(1.09, 1.89) 

5.59 

(3.90, 8.01) 

(n=15) 

1.17 

(0.914, 1.51) 

CL/F 

(mL/min) 

367 

(326, 414) 

195 

(108, 353) 

0.531 

(0.386, 0.732 

190 

(142, 253) 

(n=12) 

0.516 

(0.384, 0.694) 

272 

(176, 420) 

(n=15) 

0.740,  

(0.566, 0.969) 

1
Geometric Mean (95% CI) 

2
GLS Mean Ratio (90% CI)

 


