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Approved by Courtney Gonzales, Director of Health Services on behalf of the Utilization Management
Committee.

PURPOSE

This coverage determination guideline serves to address bisphosphonate drug therapy, which are drugs that act to
inhibit normal and abnormal bone reabsorption. These drugs are helpful in pain reduction, reversing
hypocalcemia, and preventing and reducing fracture in a range of diseases that directly or indirectly impact bone
modeling and remodeling. Bisphosphonates are available in both oral and parenteral forms. This coverage
determination guideline will cover intravenous (IV) bisphosphonates: ibandronate sodium, pamidronate disodium,
and zoledronic acid.

For SECUR Health Plan members, National Coverage Determinations (NCD) and Local Coverage Determinations
(LCD) will be applied to requests when applicable. SECUR Health Plan Coverage Determination Guidelines
(CDG) will be utilized in the absence of an appropriate NCD and/or LCD.

DEFINITIONS
None

POLICY

SECUR Health Plan considers intravenous bisphosphonate drug therapy medically necessary when administered
as described in this coverage determination guideline and the use of intravenous bisphosphonate drug therapy
must be supported in the documentation and must include:
1. The covered clinical diagnosis listed below, and
2. The indication for the intravenous bisphosphonate drug therapy, either:
a) Member has demonstrated intolerance, adverse side effects, or contraindications for the US Food and
Drug Administration (FDA) approved oral therapy dosing regimen, or insurmountable issues related to
absorption, compliance, or dosing posture, or
b) Member has failed oral bisphosphonate drug therapy with documentation of adequate trials or attempts
of the FDA approved oral therapy resulted in fallen bone mass density and/or failure to suppress bone
turnover.

The following are covered indications considered medically necessary by SECUR Health Plan for all intravenous
bisphosphonates addressed in this coverage determination guideline, unless otherwise documented for a specific
clinical medical condition or diagnosis noted.

1. Osteoporosis and Osteopenia
Coverage for intravenous bisphosphonates include any of the following:
a) Postmenopausal women and men age fifty or older who have had a hip and/or vertebral fracture,
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including fragility fracture
b) Postmenopausal women and men age fifty or older who have had bone mineral density (BMD) values
consistent with osteoporosis
¢) Postmenopausal women and men age fifty or older who have T-scores from -1.0 to -2.5 and any one of
the following:
e History of fracture of proximal humerus, pelvis, or distal forearm
e History of multiple fractures at other sites, excluding the face, feet, and hands
d) Pharmacologic therapy is recommended for members with osteopenia if the FRAX 10 year probability
for major osteoporotic fracture is greater than 20% or the 10 year probability of hip fracture is greater
than 3%.
Hypercalcemia associated with malignancy
Osteoclastic hyperactivity resulting in excessive bone resorption is the underlying complication associated
with metastatic bone disease and hypercalcemia associated with malignancy. Most instances occur in
those with breast cancer, squamous cell tumors of the lung, head, and/or neck, renal cell carcinoma, and
certain hematologic malignancies including multiple myeloma and certain lymphomas. Bisphosphonates
in addition to hydration are indicated for moderate to severe hypercalcemia associated with malignancy
with or without bone metastases.
Cancer Treatment Induced Bone Loss (CTIBL) in Breast and Prostate Cancer
Breast Cancer
Cytotoxic chemotherapy has two mechanisms inducing bone loss including a direct negative effect of the
cytotoxic therapy on bone cells and many women who are postmenopausal have cytotoxic therapy effects
on ovarian function that results in gonadal loss. Additionally, in premenopausal women, surgery and/or
radiation therapy to the ovary results in bone loss. Hormone therapy in premenopausal and the aromatase
inhibitors result in bone loss as well as gonadotropin releasing hormone (GnRH) antagonists/agonists,
which shut off ovarian function resulting in estrogen depletion.

Prostate Cancer

Cytotoxic therapy again produces a negative impact not only on testicular function but also on bone.
Surgical and hormone therapy results in androgen depletion and the depletion of estrogen and androgen
results in a decrease in bone mineral density.

National Comprehensive Cancer Network (NCCN) guidelines and supportive literature support the use of

bisphosphonates in cancer treated individuals with concurrent adjuvant hormone therapy.

Bone metastases secondary to solid tumors, breast cancer, or prostate cancer.

For multiple myeloma, coverage is limited to pamidronate disodium and zoledronic acid.

Osteolytic lesions related to metastases.

Paget’s Disease of bone (osteitis deformans)

Coverage is limited to pamidronate disodium and zoledronic acid.

Zoledronic acid injection is considered medically necessary for moderate to severe Paget’s Disease of

bone in men and women for any of the following:

a) There is an elevation in serum alkaline phosphatase two times or higher than the upper limit of the age
specific normal reference range

b) There is risk for complication from the disease

¢) Induction of remission

Zoledronic acid will be covered once per year for these members because after a single treatment, an

extended period of remission is expected to be observed.

If the member relapses after one year of remission, retreatment is considered medically necessary if the

following occur:
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a) Increase in serum alkaline phosphatase

b) Failure to achieve normalization of serum alkaline phosphatase

c) Significant symptom recurrence

Osteogenesis Imperfecta and Fibrous dysplasia of bone (McCune-Albright syndrome)

Coverage is limited to pamidronate disodium.

Discontinuation of Denosumab (Prolia/Xgeva) Therapy

Coverage is limited to zoledronic acid.

Treatment/Prevention of Glucocorticoid Induced Osteoporosis (GIOP) and Glucocorticoid Induced Bone

Loss in Transplant Recipients

Coverage is limited to ibandronate sodium and zoledronic acid.

SECUR Health Plan will follow the 2022 American College of Rheumatology Guideline for the

Prevention and Treatment of Glucocorticoid Induced Osteoporosis:

a) Members taking glucocorticoids maintain a total calcium intake of 1000-1200 mg/day and vitamin D
intake of 600-800 international units/day through either diet and/or supplements

b) Members receiving high dose glucocorticoids and at moderate, high, or very high risk for fracture,
intravenous therapy is a conditionally recommended treatment

c) Members receiving high dose glucocorticoids with solid organ transplants, GFR greater than 35
mL/min, and no evidence of chronic kidney disease mineral induced bone disorder or
hyperparathyroidism, intravenous therapy is a conditionally recommended treatment.

Summary Table of Covered Indications

Dru Ibandronate Pamidronate Zoledronic Acid
g (Boniva)* (Aredia)* (Reclast)*

Route 1\ 1A 1\

INDICATIONS

Osteoporosis X X X

Hyp.ercalcemla of X X X

malignancy

Cancer Treatment -

Induced Bone loss in X X

Breast and Prostate

Cancer
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Bone metastases
secondary to solid
tumors, breast, and
prostate cancer

Multiple Myeloma X X

Osteolytic lesions due
to metastases

Paget’s Disease X X

Osteogenesis
Imperfecta

Fibrous dysplasia of
bone (McCune- X
Albright syndrome)

Discontinuation of
Denosumab
(Prolia/Xgeva)
Therapy

GIOP and
Transplant
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