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Overview

Xgeva (denosumab) is a monoclonal antibody approved for prevention of SREs in patients with bone metastases
from solid tumors and multiple myeloma Additionally, Xgeva (denosumab) is FDA approved for the treatment of
adults and skeletally mature adolescents with giant cell tumor of bone that is unresectable or where surgical
resection is likely to result in severe morbidity and for the treatment of hypercalcemia of malignancy refractory
to bisphosphonate therapy.

Coverage Guidelines

Authorization may be granted for members who are new to the plan currently receiving treatment with Xgeva
excluding when the product is obtained as samples or via manufacturer’s patient assistance programs.

OR

Authorization may be granted for members when all the following drug-specific criteria are met, and
documentation is provided:

Prevention of skeletal-related events secondary to bone metastases in cancer related to solid tumors and in
multiple myeloma;
Treatment of hypercalcemia of malignancy;
ALL of the following:
1. Diagnosis is ONE of the following:
a. Prevention of skeletal-related events secondary to bone metastases in cancer related to solid
tumors
Prevention of skeletal-related events secondary to multiple myeloma
Treatment of hypercalcemia of malignancy
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Prescriber is an oncologist, hematologist, or orthopedic specialist or has provided consult notes from an
oncologist, hematologist, or orthopedic specialist

Dosing is appropriate per FDA labeling

For Bomyntra (denosumab-bnht), Osenvelt (denosumab-bmwo) or Wyost (denosumab-bbdz), clinical
rationale for use of the requested agent instead of Xgeva (denosumab)

Treatment of Giant Cell Tumor of the bone (GCTB)
ALL of the following:

1.
2.

3.
4.

Diagnosis of giant cell tumor of the bone (GCTB)
ONE of the following:
a. The tumor or metastases are unresectable
b. Surgical resection is likely to result in severe morbidity
c. Surgery is not an option at this time
Dosing is appropriate per FDA labeling
For Bomyntra (denosumab-bnht), Osenvelt (denosumab-bmwo) or Wyost (denosumab-bbdz), clinical
rationale for use of the requested agent instead of Xgeva (denosumab)

Continuation of Therapy

Resubmission by prescriber will infer positive response to therapy.

Limitations
1. Authorizations will be granted for 1 year.
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Review History

06/22/2022: Created and Reviewed June P&T, switched from CVS Standard to Custom criteria, updated approval
duration for Prolia to 24 months; combined Prolia & Xgeva to single document. Effective 09/01/2022.

03/15/23 - Reviewed and updated for Mar P&T. Matched MH UPPL criteria. Effective 4/1/23.

12/11/24 — Reviewed and updated for P&T. Formatting updates. Effective 01/06/25

7/9/25 — Policy separated and created for P&T. No clinical changes made. Formatting updates. Effective 8/11/25
10/8/25 — Reviewed and updated for P&T. Added Xgeva biosimilars (Wyost, Osenvelt, Bomyntra) to criteria.
Effective 11/17/25
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