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Denosumab — Prolia® Drug Use Criteria

Created: 10/1/2025
Reviewed: 10/8/2025

Includes:
Prolia® (Denosumab)

GUIDELINE FOR USE:
Initial Request:

1. Isthe member a post-menopausal female with osteoporosis with ONE of the following:
e Radiographic evidence of an osteoporotic fracture while compliant on an oral
bisphosphonate for at least 12 months.
e Very high risk of fracture (please see Table 1) AND
o documented adverse event with an oral bisphosphonate despite proper
administration, OR
o contraindication to oral bisphosphonates (previous hypersensitivity,
esophageal abnormality, hypocalcemia, inability to stand or sit upright for 30
minutes, history of bariatric surgery)

a. Ifyes, continue to 5
b. If no, continue to 2

2. Does the member have glucocorticoid-induced osteoporosis (on prednisone 7.5mg/day or equivalent for
at least 6 months) with ONE of the following?
e Radiographic evidence of an osteoporotic fracture while compliant on an oral
bisphosphonate for at least 12 months.
e High risk of fracture AND
o documented adverse event with an oral bisphosphonate despite proper
administration, OR
o contraindication (previous hypersensitivity, esophageal abnormality,
hypocalcemia, inability to stand or sit upright for 30 minutes) to oral
bisphosphonates.
a. Ifyes,goto5
b. Ifno, gotto 3
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3. Does the member have a diagnosis of ONE of the following?
e Non-metastatic prostate cancer and receiving androgen deprivation therapy (ADT).
e Breast cancer receiving adjuvant aromatase inhibitor (Al) therapy.
e Male with osteoporosis.

a. Ifyes,goto4
b. If no, deny as not meeting criteria. Off-label use is not a covered benefit of OHP

4. Isthe member at very high risk of fracture (Please see Table 1)?

a. Ifyes,goto5
b. If no, deny as not meeting criteria.

5. Has the member tried and failed or have contraindications to zoledronic acid?

a. Ifyes,goto6

b. If no, deny as not meeting criteria. Please trial with preferred least costly alternative, zoledronic
acid (Zometa)

6. Hasthe member had treatment failure or adverse reaction to preferred biosimilar (Jubbonti
(denosumab-bbdz)?

a. Ifyes, approve for up to 12 months

b. If no, deny as not meeting criteria. Please change to preferred least costly biosimilar, Jubbonti
(denosumab-bbdz)

Table 1. Definition for Very High Risk of Fracture
Osteoporosis in post-menopausal women and men at very high risk of fracture with:
e  Multiple fragility fractures OR
e Tscore of - 2.0 or less, plus a fragility fracture OR
e T-score of -3.0 orless in the absence of fractures OR
e Fractures sustained while on approved osteoporosis therapy OR
e Fractures while on medications causing skeletal harm (e.g. long-term glucocorticoids) OR

e High risk for falls or history of injurious falls and very high fracture probability with a FRAX Score > 30%
for major osteoporosis fracture or > 4.5%

Abbreviation: FRAX = Fracture Risk Assessment Tool
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Renewal Criteria:

1. Hasthe member demonstrated continued benefit from Prolia, such as stable or improved bone mineral
density (BMD) or absence of new osteoporotic fractures?

a. Ifyes,goto?2
b. If no deny as not meeting criteria. Reassessment is required

2. Isthe member adherent to calcium and vitamin D supplementation and regular laboratory monitoring?

a. Ifyes, approve for up to 12 months
b. If no, deny as not meeting criteria

Rationale: To ensure appropriate, safe, and cost-effective use. Criteria help confirm that Prolia is prescribed
within its FDA-approved indications, after failure or intolerance of preferred lower-cost alternatives, and with
appropriate monitoring of calcium and vitamin D status. Implementing these criteria promotes clinical value
while supporting responsible resource utilization.

Mechanism of Action: Prolia is a monoclonal antibody that binds to RANK ligand (RANKL), a key regulator of
osteoclast activity. By inhibiting RANKL, Prolia prevents the formation, function, and survival of osteoclasts,
thereby reducing bone resorption and increasing bone mass and strength.
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