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Abstract 

Purpose of the study: This phase 3, randomized, double-blind, placebo-controlled study is designed to demonstrate the 

efficacy and to assess the safety of cinacalcet for the reduction of hypercalcemia in subjects with primary HPT for whom 

parathyroidectomy is indicated on the basis of an elevated corrected total serum calcium, but who are unable to undergo 

parathyroidectomy. The reasons a subject would be unable to undergo parathyroidectomy include failed parathyroidectomy, 

medical contraindication to surgery, or because together with their primary physician they decided it was inappropriate. The 

study will consist of a 30-day screening phase, a 12-week placebo-controlled dose-titration phase, and a 16 week placebo-

controlled efficacy assessment phase (EAP). Subjects who complete 28 weeks on study will continue into an open-label 

safety extension phase for 24 weeks of investigational Cinacalcet treatment. 
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