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1. EXECUTIVE SUMMARY OF STATISTICAL FINDINGS

1.1 Conclusions and Recommendations
The applicant’s proposed indications for cinacalcet (sensipar) are the following:

» Treatment of hypercalcemia in patients with primary hyperparathyroidism or with parathyroid
- carcinoma
Treatment of secondary hyperparathyroidism
Control of parathyroid hormone (PTH), serum calcium-x phosphorus, phosphorus and
calcium levels in patients with chronic kidney disease receiving or not receiving dialysis

With regard to primary hyperparathyroidism, this reviewef has the folldwing comments and
conclusions based on this statistical review: ‘

® C .

—
" - D
i _ . No assessment of

safety can be madé just based on 990120 since clearly patients with serious ADE's in
980125 would not continue into 990120.

A
With regard to secondary hyperparathyroidism in patients with ESRD and receiving dialysis, this

reviewer has the following comments and conclusions based on this statistical review:

- Three Phase 2 studies showed that doses above 50 mg per day are usually needed to
significantly impact PTH particularly in patients with baseline PTH above about 525,
¢ Inthe three large Phase 3 studies (172, 183 and 188), about 39% had mild HPT
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