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Evaluation of Clinical Equivalence and Its Application to New Drug

Development
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Treatment A: Treatment B: Treatment C:
Standard Breakfast Fasted Conditions Protein-Rich Drink
(Reference; n=11) (Test; n=11) (Tesg n=11)
Elvitegravir
Tinax (h) 35 (2.5-4.0) 4.0 (3.04.5) 4.0 (3.0-4.5)
Cinax (ng/ml) 2,306 =473 1,068 =443 2,554 =416
AUC,s (ng*h/mL) 28,870 + 5,907 14,873+ 5,128 32,164 +8,126
Cy4 (ng/ml) 5194201 309156 686 + 359
Tin (h) 43+1.0 64+18 51+1.9
Least-squares means ratio for test to reference (90% confidence interval)
Crnax — 0.45 (0.39-0.51) 1.12 (0.98-1.27)
AUC,¢ — 0.50 (0.45-0.55) 1.10 (1.00-1.22)

Values are shown as mean + standard deviation except T.. which is shown as median (range).
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