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When requesting Crysvita® (burosumab-twa injection), the individual requiring treatment
must be diagnosed with an FDA-approved indication and meet the specific coverage
guidelines and applicable safety criteria for the covered indication.

FDA-approved indication

Crysvita® is indicated for the treatment of X-linked hypophosphatemia (XLH) in adult
and pediatric patients 1 year of age and older.

Coverage Guidelines

The individual must meet all of the following criteria for initial approval:

e Prescribed by or in consultation with an endocrinologist or nephrologist; AND

e The patient has had a baseline (i.e., prior to any XLH treatment [e.g., Crysvita®, oral
phosphate/vitamin D therapy]) serum phosphorus level that was below the normal
range for age; AND

e The patient has had a baseline (i.e., prior to any XLH treatment [e.g., Crysvita®, oral
phosphate/vitamin D]) tubular reabsorption of phosphate corrected for glomerular
filtration rate (TmP/GFR) that was below the normal range for age and gender.

Approval duration: 12 months

Dosing Recommendations

e Initial dose in adults (= 18 years of age) is 1 mg/kg (rounded to the nearest 10 mg up
to a maximum dose of 90 mg) once every 4 weeks as a subcutaneous (SC) injection;’
OR

e Initial dose in pediatric patients (< 18 years of age) is 0.8 mg/kg (rounded to the
nearest 10 mg; minimum initial dose of 10 mg/maximum initial dose of 90 mg) once
every 2 weeks as a SC injection OR

e The dose has been adjusted as follows (i AND ii):

o0 The dose has been adjusted based on serum phosphorus levels; AND
0 Maximum dose is 90 mg given as a SC injection once every 4 weeks in adults
or once every 2 weeks in pediatric patients.
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