MEDICATION POLICY:

Vykat XR (diazoxide choline) {/7Venfegra®

Applicable Drugs: Vykat XR (diazoxide choline) Preferred: N/A
Non-preferred: N/A
Date of Origin: 6/2/2025

Date Last Reviewed / Revised: N/A

PRIOR AUTHORIZATION CRITERIA

(May be considered medically necessary when criteria | through VII are met)

Documented diagnosis of Prader-Willi syndrome (PWS) with confirmation with genetic testing

ll. Documentation patient experiencing moderate to severe symptoms of hyperphagia related to
PWS and provides documentation of associated symptoms (e.g. food-seeking behaviors)

lll. Documentation of fasting plasma glucose and HbAlc, with optimization of blood glucose in those
with hyperglycemia prior to initiating freatment

IV. Minimum age requirement: 4 years old.

V. The medication is prescribed by or in consultation with an endocrinologist, psychiatrist,
pediatrician, or provider with expertise in treatment of PWS

VI. Request is for a medication with the appropriate FDA labeling, or its use is supported by current
clinical practice guidelines.

VII. Refer to plan document for the list of preferred products. If requested agent is not listed as a
preferred product, must have a documented failure, intolerance, or contraindication to a
preferred product(s).

EXCLUSION CRITERIA

e Unable to swallow whole tablets

OTHER CRITERIA
¢ Not recommended in renal impairment or hepatic impairment

¢ Notrecommended in those on CYP1A2 substrates

QUANTITY / DAYS SUPPLY RESTRICTIONS

e Strengths available include the following: 25 mg, 75 mg, and 150 mg tablets
e Max 120 tablets per 30 day supply

o Weight based dosing; Max dose 525 mg (three tablets of 150 + one tablet of 75 mQ)
daily
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APPROVAL LENGTH

e Avuthorization: 6 months

e Re-Authorization: An updated letter of medical necessity or progress notes confirming the
current medical necessity criteria are met and showing the medication is effective. Document
tolerating therapy (including repeat fasting glucose testing or HbA1c) and response of disease
stabilization to be obtained for renewal. Will additionally require weight documentation prior
to each renewal

APPENDIX
e N/A
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DISCLAIMER: Medication Policies are developed to help ensure safe, effective and appropriate use of selected
medications. They offer a guide to coverage and are not infended to dictate to providers how to practice medicine. Refer
fo Plan for individual adoption of specific Medication Policies. Providers are expected to exercise their medical judgement
in providing the most appropriate care for their patients.
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