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Drug Therapy Guidelines 
 

                                                                                             
 

  Applicable* 

Evenity™ (romosozumab-aqqg) 

Medical Benefit x Effective: 12/5/22 

Pharmacy- Formulary 1  Next Review: 12/23 

Pharmacy- Formulary 2  Date of Origin: 7/19 

Pharmacy- Formulary 3/Exclusive  Review Dates: 6/19, 12/19, 12/20, 12/21, 10/22 

Pharmacy- Formulary 4/AON  

 
I. Medication Description 

 
Romosozumab is a humanized monoclonal antibody (IgG2) that binds to and inhibits sclerostin.  Sclerostin is a 
small protein expressed by the SOST gene in osteocytes which play an important role in the regulation of bone 
remodeling. When sclerostin binds to its receptors on the cell surface of osteoblasts, a downstream cascade of 
intracellular signaling is initiated, with the ultimate effect of inhibiting osteoblastic bone formation. Evenity is 
indicated for the treatment of osteoporosis in postmenopausal women at high risk for fracture or who have 
failed or are intolerant to other available osteoporosis therapy. Romosozumab increases bone formation and, to 
a lesser extent, decreases bone resorption.  

 
The anabolic effect of Evenity wanes after 12 monthly doses of therapy. If osteoporosis therapy remains 
warranted, continued therapy with an anti-resorptive agent should be considered. 

 
II. Position Statement 
 

Coverage is determined through a prior authorization process with supporting clinical documentation for every 
request.  

 
III. Policy 
  
 Coverage of Evenity is provided when the following criteria have been met: 

• Member is postmenopausal with a diagnosis of osteoporosis as evidenced by: 
o T-score less than or equal to -2.5 at either the femoral neck, lumbar spine, or total hip OR 
o A FRAX calculator based 10-year risk of at least 20% for a major osteoporotic fracture (spine, 

shoulder, hip, or wrist), or a 10-year risk of at least 3% for a hip fracture OR 
o Presence or history of an osteoporotic fracture AND 

• One of the following: 
o Member has failed or is intolerant to at least ONE other medication for osteoporosis OR 
o Member is at a high risk for fracture defined as: 

▪ History of osteoporotic fracture OR 
▪ Presence of multiple (at least two) risk factors for fracture AND 

• Member must have failed therapy with a bisphosphonate (defined by a fracture while on therapy or 
worsening bone density) unless such a trial is shown to be inappropriate or contraindicated (e.g., 
presence of severe osteoporosis [T-scores -3.0 or worse in lumbar spine, femoral neck, or total hip 
region], history of major osteoporotic fracture, presence of renal insufficiency, etc.) AND 

• Member has not had a heart attack or stroke in the previous year AND 

• Member will receive adequate calcium and vitamin D supplementation while on Evenity.  
 

IV. Quantity Limitations 
  

Coverage is available for 2 prefilled syringes per 30 days. 
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V. Coverage Duration 
 

Coverage is available for 6 months and may be renewed one time only.  
 
VI. Coverage Renewal Criteria 
 
 Coverage can be renewed one time only based upon the following criteria: 

• Stabilization of disease or absence of disease progression (e.g. no evidence of new fractures or fracture 
progression) AND 

• Absence of unacceptable toxicity from the drug AND 

• Member has not yet received a maximum of 12 total months of therapy with Evenity. 
 
VII. Billing/Coding Information 
 

• Evenity is available as 105 mg/1.17 mL solution in a single-use prefilled syringe 

• J3111: 1 billable unit= 1mg 

• Pertinent Diagnoses: 
o M80.0: Age -related osteoporosis with current pathological fracture 
o M81.0: Age-related osteoporosis without current pathologic fracture 

 
VIII. Summary of Policy Changes 
  

• 7/15/19: new policy 

• 1/30/20: no policy changes 

• 2/26/21: updated billing/coding information 

• 3/7/22: updated gender terms 

• 12/5/22: no policy changes 
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*These guidelines are not applicable to benefits covered under Medicare Advantage. Medicare Advantage benefit coverage requests are reviewed in accordance with 
the guidance set forth in Chapter 15 Section 50 of the Centers for Medicare & Medicaid Services Medicare Benefit Policy Manual. 

The Plan fully expects that only appropriate and medically necessary services will be rendered.  The Plan reserves the right to conduct pre-payment and post-payment 
reviews to assess the medical appropriateness of the above-referenced therapies.  

The preceding policy applies only to members for whom the above named pharmacy benefit medications are included on their covered formulary. Members with 
closed formulary benefits are subject to trying all appropriate formulary alternatives before a coverage exception for a non-formulary medication will be considered. 

 
The preceding policy is a guideline to allow for coverage of the pertinent medication/product, and is not meant to serve as a clinical practice guideline. 

http://www.cms.hhs.gov/

