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The sponsor proposes to make the usual starting dose in essential hypertension be 160
mg, rather than 80 mg, as currently labeled. The rationale offered is (1) greater blood
pressure reduction has public health benefits, (2) achieving the target reduction in
fewer visits is desirable, and (3) 160 mg is safe as a starting dose.

The sponsor has provided a summary of fixed-dose dose-response from a number of
placebo-controlled studies. These data are shown in Figure 1.
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Figure 1. Raw mean dose-response for valsartan

Data from 9 sandomised, double-blind, paralell, placebo-controlled studies of
wvalgratan as reported by Pool et al. {1998) Clinical Therapeutics 20(6):1106-1114.
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This supplement should be approved.
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