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	Drug and Form
	Drug use and type
	Purpose of Review
	PBAC Recommendation

	CINACALCET, 

30 mg, 60 mg and 90 mg, tablet

Senisipar®
Amgen Australia Pty Ltd

Major submission
	Secondary hyperparathyroidism in patients with end stage renal disease
	To provide the results of the EVOLVE trial and consider the impact of the results on the cost-effectiveness of cinacalcet in the treatment of secondary hyperparathyroidism in patients with end stage renal disease on dialysis and to update the clinical management algorithm based on Australian clinical practice.


	The PBAC disagreed with the submission’s claims that the EVOLVE trial results are consistent with the clinical claims made in the November 2007 submission that cinacalcet is superior in terms of efficacy and inferior in terms of safety compared to placebo (standard medical management), on the grounds that the EVOLVE trial did not demonstrate a statistically significant difference over placebo in the primary outcome (time to death or non-fatal cardiovascular event), and there was a higher incidence of adverse events with cinacalcet.  The PBAC considered that the only benefit that was consistently observed with cinacalcet treatment was a reduction in parathyroidectomy.

The PBAC accepted the advice of the Economics Subcommittee that the most reliable clinical evidence on which an economic analysis of cinacalcet should be based would incorporate a treatment benefit for parathyroidectomy only, a dose which more accurately reflects the unadjusted dose of the EVOLVE clinical trial (66.8mg) and what would be used in clinical practice, and using the revised utilities from Briggs et al.  
The incremental cost-effectiveness analysis associated with the above inputs would be greater than $200,000 per quality-adjusted life-year (QALY) gained.  
The PBAC made a new recommendation for cinacalcet which varies its initial recommendation of November 2007 as follows: the PBAC considers that based on the new evidence from the EVOLVE trial, at the current price cinacalcet is not cost-effective.  The PBAC considered that a substantial price reduction would be needed to restore the cost-effectiveness of cinacalcet to the level considered to be acceptable in 2007 (in the range of $15,000 to $45,000 per QALY gained).



