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Early Response to Cinacalcet Could Predict Subsequent Clinical
Outcomes: A Prospective, Multi—center Study in Hemodialysis
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Aims: Cinacalcet is effective in treating refractory secondary hyperparathyroidism (SHPT), but little is known about the
response rates and clinical factors influencing its therapeutic response.

Materials and Method: This study was a prospective, open—label, single—arm, multi—center study consisting of a 4—
week pretreatment and 24—week treatment period. There was no upper limit of the serum intact parathyroid hormone
(iPTH) level for enroliment, and cinacalcet was started at a dose of 25 mg daily and titrated to achieve a serum iPTH
level <300 pg/mL (primary end point).

Results: Fifty—seven patients were examined (mean age: 50.9 years; dialysis duration: 11.1 years). Based on the
magnitude of iPTH decrease, patients were divided into responder (n=47, 82.5%) and non—responder (n=10, 17.5%)
groups. Among those in the responder group, 38 achieved the primary end point, and 9 patients showed a reduction
in serum iPTH of 30% or more but did not reach the primary end point. Patients who did not respond to cinacalcet
were significantly younger (p=0.026), male (p=0.041), and non—diabetic (p<0.001), compared to responders. Among
responders, an early response (defined as a decrease of iPTH more than 50% within 1 month) was observed in 30/47
(63.8%) patients, of whom the majority (27/30, 90.0%) achieved the primary end point. Multivariate analysis showed
that early response (OR 21.54, Cl 2.94—157.7) was a significant factor affecting achievement of iPTH target.
Conclusions: Cinacalcet was effective in hemodialysis patients with SHPT. The presence of an early response was
closely associated with a favorable reduction in iPTH levels.
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