Available under BC PharmaCare
when patients meet Special Authority criteria’

Prolia®is indicated:?

e Forthe treatment of postmenopausal women with osteoporosis at high risk for
fracture, defined as a history of osteoporotic fracture, or multiple risk factors
for fracture; or patients who have failed or are intolerant to other available
osteoporosis therapy. In postmenopausal women with osteoporosis, Prolia
reduces the incidence of vertebral, nonvertebral and hip fractures.

e As atreatmenttoincrease bone mass in men with osteoporosis at high risk for
fracture, defined as a history of osteoporotic fracture, or multiple risk factors
for fracture; or patients who have failed or are intolerant to other available
osteoporosis therapy.

e As atreatment toincrease bone mass in men with nonmetastatic prostate cancer
receiving androgen deprivation therapy (ADT), who are at high risk for fracture.

e Asatreatment to increase bone mass in women with nonmetastatic breast cancer
receiving adjuvant aromatase inhibitor (Al) therapy, who have low bone mass and
are at high risk for fracture.

e As atreatmenttoincrease bone mass in women and men at high risk for fracture
due to sustained systemic glucocorticoid therapy.

e As atreatmenttoincrease bone mass in women and men at high risk for fracture
who are starting or have recently started long-term glucocorticoid therapy.

Consult the Product Monograph at www.amgen.ca/Prolia_PM.pdf for important
information relating to contraindications, warnings, precautions, adverse reactions,
interactions, dosing and conditions of clinical use. The Product Monograph is also
available by calling us at 1-866-502-6436.
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CRITERIA:!

For women with postmenopausal osteoporosis or men with osteoporosis with
clinical or radiographically-documented fracture due to osteoporosis,
and who are contraindicated to oral bisphosphonates for one of the
following reasons:

e Immune-mediated hypersensitivity reaction to oral bisphosphonates; OR

e Abnormalities of the esophagus which delay esophageal emptying such
as stricture or achalasia.

SPECIAL NOTES:

e Details regarding a patient’s contraindication to oral bisphosphonates are
required as part of the Special Authority request

e Clinical fracture is defined as a symptomatic (painful) fracture

e Radiographically-documented fracture is defined as a fracture identified
by X-ray (e.g. vertebral compression fracture]. This may be asymptomatic

References: 1. British Columbia PharmaCare program. Limited Coverage Drugs - Denosumab. Accessed May 31, 2018. https://www?2.gov.bc.ca/gov/content/health/
practitioner-professional-resources/pharmacare/prescribers/limited-coverage-drug-program/limited-coverage-drugs-denosumab. 2. Prolia Product Monograph.
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