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Zometa® (zoledronic acid) Injection 
J3489  
When requesting Zometa® (zoledronic acid), the individual requiring treatment must be 
diagnosed with the following FDA-approved indications or approved compendial uses 
and meet the specific coverage guidelines and applicable safety criteria for the covered 
indications. 
 
FDA-approved indications1,6 

 
• Hypercalcemia of malignancy1 
• Multiple myeloma1 
• Bone metastases from solid tumors1,3 

 
Approved Off-label Compendial uses 
 
• Breast cancer: for prevention of skeletal-related events in an individual with bone 

metastases and an expected survival of ≥ 3 months3 
• Prostate cancer: for prevention of skeletal-related events in men with castration-

recurrent disease who have bone metastases3 
• Prevention or treatment of osteoporosis in men with prostate cancer2-4 
• To reduce the risk of fractures and improve bone mineral density in postmenopausal 

(natural or induced) women with breast cancer receiving adjuvant endocrine 
therapy3 

 
Coverage Guidelines 
 
For all indications, the individual meets the following safety criteria for approval: 
• The individual has a serum calcium or corrected calcium greater than the lower limit 

of normal per laboratory reference.1 
• Does not have severe renal impairment1 
 
Hypercalcemia of malignancy1 
• The individual’s albumin-corrected calcium* is ≥ 12 mg/dL1 
• For initial treatment: 

 Approve for a single dose1 
• For retreatment:1 

 The individual’s serum calcium level has not returned to normal or does not 
remain normal after initial treatment1 

 Zometa® (zoledronic acid) will be given ≥ 7 days after the initial dose1 
 Approve for a single dose1 

 
Multiple myeloma1 
• Zometa® (zoledronic acid) will be used in conjunction with standard antineoplastic 

therapy1 
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Bone metastases from a solid tumor 
• Zometa® (zoledronic acid) will be used in conjunction with standard antineoplastic 

therapy3 
 If the primary cancer diagnosis is breast cancer, then the individual has an 

expected survival of 3 months or greater3 
 If the primary cancer diagnosis is prostate cancer, then the individual has a 

castration-recurrent disease3 
 
Prevention or treatment of osteoporosis in men with prostate cancer2-4 
• The individual is at high risk for fracture, defined as: 

 Baseline bone mineral density (BMD) T-score by DXA less than or equal to -
2.55 

 History of an osteoporotic (fragility) fracture5 
 Baseline BMD T-score by DXA between -1 and -2.5 if the FRAX® 10-year 

fracture probability for major osteoporotic fracture is ≥ 20% or the 10-year 
probability of hip fracture is ≥ 3%5  

• The individual is receiving androgen deprivation therapy2-4 
 

To reduce the risk of fractures and improve BMD in postmenopausal (natural or 
induced) women with breast cancer3 
• The individual is at high risk for fracture, defined as: 

 Baseline BMD T-score by DXA less than or equal to -2.55 
 History of an osteoporotic (fragility) fracture5 
 Baseline BMD T-score by DXA between -1 and -2.5 if the FRAX® 10-year 

fracture probability for major osteoporotic fracture is ≥ 20% or the 10-year 
probability of hip fracture is ≥ 3%5  

• The individual is receiving adjuvant endocrine therapy3 
 
*Albumin-corrected Ca in mg/dL= Ca in mg/dL + 0.8 (4 g/dL - individual albumin [g/dL]) 
 
Approval duration is 12 months 
 
Additional Information for Prescribers1 
 
• Hypocalcemia should be corrected before initiating Zometa® (zoledronic acid). 

Adequately supplement with calcium and vitamin D.  Monitor serum calcium closely 
with concurrent use of other drugs known to cause hypocalcemia to avoid severe or 
life-threatening hypocalcemia. 

• Renal toxicity may be greater in individuals with renal impairment. Do not use doses 
greater than 4 mg. Treatment in individuals with severe renal impairment is not 
recommended. Monitor serum creatinine before each dose.  
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CPT® (Current Procedural Terminology) is a registered trademark of the American Medical Association (AMA). CPT® five digit codes, 
nomenclature and other data are copyright 2016 American Medical Association. All Rights Reserved. No fee schedules, basic units, relative 
values or related listings are included in the CPT® book. AMA does not directly or indirectly practice medicine or dispense medical services. 
AMA assumes no liability for the data contained herein or not contained herein. 
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