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DESCRIPTION:  

 
Reclast is a bisphosphonate that inhibits osteoclast-mediated bone resorption. It may be used in 

postmenopausal women for the prevention and treatment of osteoporosis, in men with osteoporosis to 

increase bone mass, for prevention and treatment of glucocorticoid-induced osteoporosis in non-pregnant 

women and men starting or continuing systemic glucocorticoids and for treatment of Paget’s disease in non-

pregnant women and men. 

 

APPROVAL DURATION:  

 
Approval duration: 12 months  

 

CRITERIA FOR RECLAST 

 
Reclast injection is considered medically necessary for the treatment of osteoporosis in postmenopausal 

women with osteoporosis with documentation of ALL of the following: 

1. T-score of -2.5 or worse (e.g., -3.0, -3.5) at femoral neck  

Or 

2. T-score of -1.5 or worse at femoral neck and a history of at least two mild or one moderate vertebral 

fracture 

AND 

3. Individual is receiving supplemental calcium and vitamin D 

4. Dosage of Reclast is not greater than 5 mg given by intravenous injection once per year 

5. Creatinine clearance is equal to or greater than 35 ml/min 

 

Reclast injection is considered medically necessary for the prevention of osteoporosis in postmenopausal 

women with documentation of ALL of the following:  

1. Postmenopausal women with osteopenia defined as T-score of -1 to -2.5 (i.e., -1.0, -1.5, -2.0,  -2.5) 

2. Individual is receiving supplemental calcium and vitamin D 

3. Dosage of Reclast is not greater than 5 mg given by intravenous injection once every 2 years 

4. Creatinine clearance is equal to or greater than 35 ml/min 

 

Reclast injection is considered medically necessary to increase bone mass in men with osteoporosis or 

osteoporosis secondary to hypogonadism with documentation of ALL of the following: 

1. Documentation of ONE of the following: 

 T-score of -2.5 or worse (e.g., -3.0, -3.5) 

 T-score of -1 or worse (e.g., -1.5, -2.0) at the femoral neck and at least 1 prevalent vertebral 

deformity 

 History of osteoporotic clinical fracture of clavicle or long bone after age 50 

2. Individual is receiving supplemental calcium and vitamin D 

3. Dosage of Reclast is not greater than 5 mg given by intravenous injection once per year 

4. Creatinine clearance is equal to or greater than 35 ml/min 
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Reclast injection is considered medically necessary for the treatment and prevention of glucocorticoid-induced 

osteoporosis in non-pregnant women and men with documentation of ALL of the following: 

 

1. Individual is initiating or continuing systemic glucocorticoids 

2. Daily dose is equal to or greater than 7.5 mg of prednisone (or equivalent) 

3. Individual is expected to remain on glucocorticoids for at least 12 months 

4. Individual is receiving supplemental calcium and vitamin D 

5. Dosage of Reclast is not greater than 5 mg given by intravenous injection once per year 

6. Creatinine clearance is equal to or greater than 35 ml/min 

 

Reclast injection is considered medically necessary for non-pregnant women and men with Paget’s disease of 

the bone with documentation of ALL of the following: 

Initial Course of Treatment: 

1. Documentation of ONE of the following: 

 Elevation in serum alkaline phosphatase of two times or higher than the upper limit of the age-

specific normal reference range 

 Individual is symptomatic 

 Individual is at risk for complication from the disease 

2. Individual is receiving supplemental calcium and vitamin D 

3. Dosage of Reclast is not greater than 5 mg given by intravenous injection 

4. Creatinine clearance is equal to or greater than 35 ml/min 

 

Repeat Courses of Treatment: 

Repeat courses of Reclast injection are considered medically necessary for non-pregnant women and men with 

relapsed Paget’s disease with documentation of ALL of the following: 

1. Documentation of ONE of the following: 

 Individual has an increase in serum alkaline phosphatase  

 Individual’s serum alkaline phosphatase has failed to normalize 

 Individual is symptomatic 

2. Individual is receiving supplemental calcium and vitamin D 

3. Dosage of Reclast is not greater than 5 mg given by intravenous injection 

4. Creatinine clearance is equal to or greater than 35 ml/min 


