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RATIONALE FOR INCLUSION IN PA PROGRAM

Background

Reclast (zoledronic acid) is a bisphosphonate and acts primarily on bone. It is an inhibitor of
osteoclast-mediated bone resorption. The selective action of bisphosphonates on bone is based on
their high affinity for mineralized bone. Intravenously administered zoledronic acid rapidly partitions

to bone and localizes preferentially at sites of high bone turnover (1).

Regulatory Status

FDA-approved indication: Reclast is indicated for: (1)
e (Osteoporosis
e Prevention of osteoporosis

o Paget’s disease

Summary

Reclast (zoledronic acid) is a bisphosphonate and acts primarily on bone. It is an inhibitor of
osteoclast-mediated bone resorption. The selective action of bisphosphonates on bone is based on
their high affinity for mineralized bone. Intravenously administered zoledronic acid rapidly partitions

to bone and localizes preferentially at sites of high bone turnover (1).

Prior approval is required to ensure the safe, clinically appropriate and cost effective use of Reclast

while maintaining optimal therapeutic outcomes.
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