Crysvita (burosumab-twza)

Override(s) Approval Duration

Prior Authorization Initial Approval Duration: 6 months
Quantity Limit Continuation Approval Duration: 1 year
Medications Quantity Limit

Crysvita (burosumab-twza) subcutaneous | 2 vials per 28 days
injection 10 mg/mL

Crysvita (burosumab-twza) subcutaneous | 8 vials per 28 days
injection 20 mg/mL

Crysvita (burosumab-twza) subcutaneous | 6 vials per 28 days
injection 30 mg/mL*

*For individuals using Crysvita (burosumab-twza) to treat tumor-induced osteomalacia,
may approve up to 360 mg [twelve (12) 30 mg/mL vials] per 28 days.

APPROVAL CRITERIA

Initial requests for Crysvita (burosumab-twza) for X-linked hypophosphatemia may be
approved if the following criteria are met:

|.  Individual is using for the treatment of X-linked hypophosphatemia (XLH); AND
II. Documentation is provided that diagnosis has been confirmed by (Carpenter 2018; Haffner
2019; Ruppe 2017):
A. Genetic testing (in the individual or a directly related family member);
OR
B. Fibroblast growth factor 23 (FGF-23) greater than 30 pg/mL;

AND
C. Reduced tubular resorption of phosphate corrected for glomerular filtration rate
(TmP/GFR);

AND

[ll. If 18 years of age or older, individual is experiencing clinical signs and symptoms of XLH
(including but not limited to bone pain, fractures, limited mobility in adults) (Carpenter
2011, Ruppe 2017); AND

V. Documentation is provided that individual has a serum phosphorus level below the
reference range for age.

Continuation requests for Crysvita (burosumab-twza) for X-linked hypophosphatemia may be
approved if the following criteria are met:
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I.  Documentation is provided that individual achieved and sustained a clinically significant
improvement in serum phosphate level; AND

II. Individual has achieved and sustained clinically significant improvement of clinical signs
and symptoms of XLH.

Initial requests for Crysvita (burosumab-twza) for tumor-induced osteomalacia may be
approved if the following criteria are met:

l. Individual has a diagnosis of tumor-induced osteomalacia; AND
Il. The tumor(s) cannot be curatively resected or localized; AND
lll.  The diagnosis is supported by (NCT02722798, NCT02304367):
A. Fibroblast growth factor 23 (FGF-23) greater than or equal to 100 pg/mL, and
documentation is provided; AND
B. Reduced tubular resorption of phosphate corrected for glomerular filtration rate
(TmP/GFR); AND
IV. Documentation is provided that individual has a serum phosphate level below the
reference range for age.

Continuation requests for Crysvita (burosumab-twza) for tumor-induced osteomalacia may be
approved if the following criterion is met:

I.  Documentation is provided that individual achieved and sustained a clinically significant
improvement in serum phosphate level; AND
Il. Individual achieved and sustained clinically significant improvement of clinical signs and
symptoms of osteomalacia.

Crysvita (burosumab-twza) may not be approved for any of the following:

l. All other indications not included above; OR

Il. Individual will be utilizing Crysvita in combination with an oral phosphate supplement or
active vitamin D analog (for example, calcitriol); OR

Il. Individual has severe renal impairment or end stage renal disease.
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Federal and state laws or requirements, contract language, and Plan utilization management programs or polices may take
precedence over the application of this clinical criteria.

No part of this publication may be reproduced, stored in a retrieval system or transmitted, in any form or by any means,
electronic, mechanical, photocopying, or otherwise, without permission from the health plan.
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